IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHA JIKapCHKOro 3aco0y

ATOpVIC®

(Atoris®)
Cknao:
ditoua peyosuna: 1 TabineTka, BKpUTA IUIIBKOBOIO 000yI0HKOIO Mictuth 10 mr, 20 mr, 40 wmr
aTOpBACTaTHHY Y BUIJISJII aTOPBACTATUHY KaJIbIIiIO;
OONOMINCHI PEUOBUHU:
10 me, 20 me: MOBIIOH, HATPIIO Jaypuicynbdar, Kanplilo KapOoHAT, IEN0I03a MIKPOKPUCTAJIYHa,
JIAKTO3M MOHOTI/IpaT, HATPil0 KPOCKapMeII03a, MarHilo creapar;
000/10HKA: TAlIbK, CIIUPT MOJ1BiH1II0BUH, Makporoia 3000, tutany aiokcun (E 171);
40 me2: IOBIJIOH, HATPIIO JAYPHUICYIb(AT, KaJbIlif0 KapOOHAT, 1IeF003a MIKPOKPUCTANIIYHA, JTaKTO31
MOHOT1IpaT, HaTPil0 KPOCKapMeno3a, KPOCIOBIIOH, MarHilo cTeapar;
obononka: rinpomenosa, makporoda 400, tutany niokeun (E 171).
Jlikapcbka ¢gopma. TabneTku, BKPUTI TITIBKOBOIO 000JIOHKOIO.
OcnosHi Qizuxo-ximiuni eracmugocmi: 011, KPyTJli, TPOXHU BUITYKJIi, BKPUTI IUTIBKOBOIO OOOJIOHKOIO
TaOJETKH.
®apmakoTepaneBTH4Ha rpyna. [inomimizemiuni 3aco0u. Iuriditopu I'MI-KoA-penykrasu.
AropsacratuH. Kon ATX C10A A0S.
Dapmakonoziuni eracmueocmi.

Dapmakoounamixa.
[Ipenapat MICTUTh aKTUBHY PEYOBHHY aTOPBACTaTHH. ATOPBACTATHH € CEJIEKTUBHUM KOHKYPEHTHUM
iriditopom I'MK-KoA-penykrasu — QepMeHTy, 10 BH3HA4a€e MIBHJKICTh IEPETBOPEHHS 3-

T1IPOKCU-3-MEeTWI-TJIIOTapUI-KOEH3UMY A y MEBAJIOHAT, L0 € MOMEPEIHUKOM CTEpOJIiB, 30KpeMa
xosecTepuHy. TpUrIiLepuaIu Ta XOJEeCTEpUH y MediHIi BOYIOBYIOTHCS y MOJEKYJH JIMONpPOTEiHIB
nyxke Husbkoi mrimpHOCTI (JIITIHIL), HamxomsTes A0 Mjaa3Mud KpPOBI 1 TPAaHCIOPTYIOTHCS IO
nepudepuyHnx TkaHuH. Jlimompotein Hu3bkoi miabHOCTI (JITTHI) ytBOproerscs 3 JIITJAHI] i
KaTaboui3y€eThCs, TOJIOBHUM YHMHOM, IUISIXOM B3aeMogii 3 BHcokoadinHumu peuentopamu JITTHIL]
(JITTHIII-peuenropn).

ATOpBAacTaTHH 3HM)KY€E KOHLIEHTPAII1 X0JIECTEpUHY Yy TJIa3Mi KPOBI Ta JIIMOMPOTETHY Y CUPOBATII KPOBi
nuisxoM iHrioyBanus ' MK-KoA-penykrasu, a 3ronom — 610CHHTE3y XOJIECTepUHY Y MEUiHIl, a TAKOX
30UIblIy€e KUTbKiCTh mneuinkoBuX penentopiB JIITHIL[ Ha moBepxHi KIITHH, IO HPU3BOAMTH 10
MOCHJICHHS 3aXOIUIeHHs 1 katadomnizmy JITTHILI.

AropsactatuH 3HMXkye yrBopeHHs JIITHIIL ta yucno wacturok JIITHII. AtopBacTaTuH CpUYMHIOE
BUpaxkeHe 1 crifike migBuineHHs aktuBHocTi JIITHILl-peuenTopiB y moeqHaHHI 31 CHPUATIMBUMU
3MmiHamMu sikocTi yacTuHoK JIITHILL, mo mupkymoioTe. ATopBacTaTHH €(pEKTHBHO 3HUXKYE DPIBEHb
xonectepuny (XC) JIITHIL] y maiieHTiB 3 TOMO3UTOTHOIO CIMEHHOIO TiMepXOJeCTepUHEMIETO, a 11e
rpyna, sika He 3aBX/I1 pearyBaja Ha Tepariio TirnoiniAeMiYyHUMU 3aCo0aMH.

KpiMm BmimBy Ha IimiaM IUIa3MH, aTOpPBacTaTUH Mae€ iHIII e(eKTH, s[Ki MOCHUIIOITh HOro
aHTHUATEPOCKIIEPOTHYHY Ji10. BiH NpuUrHidye CUHTE3 130MPEHOINIB — PEUOBUH, SIKi JII0OTh 5K (pakTopu
pocty Ha mpoiidepariito KIITHH TJIAJKAX M S31B CyAMH, 3MEHIIY€ B’S3KICTh MJIAa3MHU U aKTHBHICTH
nesikuX (pakTopiB KOAryJssLii Ta arperaiiii. 3aBJsKu Takiil [ii BiH MOKpally€e reMOAMHAMIKY 1 CIIpHse
HopMaJtizalii npoueciB koaryssinii kposi. Kpim toro, inri6iTopu ' MI'-KoA-penykras3u BIUIMBalOTh Ha



MeTaboJ1i3M MakpodariB i, TAKUM YMHOM, MPUTHIYYIOTh IX aKTHUBALilO, 1[0 3MEHIIYE PU3HUK PO3PHUBY
aTepOCKICPOTUYHUX OJISIIOK.

Byno noseneHo, 1110 aTopBacTaTUH 3HMXKYE KOHIEHTpalii 3aranpHOro xonecrepuny (3046 %), XC
JIITHI] (41-61 %), anonimonpoteiny B (34-50 %) ta tpurminepuais (14-33 %), cnpuauHIOIOYN
BapiabenpHe niaBumieHHs piBHsa XC JIIIBII[ ta anoninonporeiny A B X0i JOCITIJKEHHS, B SKOMY
BUBYAJIACs J10303aJICXKHICTh Horo edexty. Lli pe3ynpTaTu y3rokyroThCs 3 JAHUMH II0JI0 XBOPHUX 3
reTepO3UTOTHOIO CIMEIHOIO rinepXosiecTepuHEMi€l0, HeCIMEMHUMU (POpMaMH rinepxosiecTepuHeMii Ta
3MILIAHOIO TIMEPIIiNiIeMi€l0, BKIIOYAIOUX XBOPUX 3 1HCYJIIHOHE3AJISKHUM LIYKPOBUM J11a0ETOM.

Byno noBeneHo, 1110 3HMKEHHS piBHIB 3aranbHoro xonectepuny, XC JIITHII Ta anoninonporeiny B
3MEHIIIY€ PU3HK CEPLIEBO-CYIMHHUX YCKJIAJJHEHb Ta CMEPTHICTH BiJl CEPLIEBO-CYAMHHUX 3aXBOPIOBAHb.
Dapmaxoxinemuxa.

AGcopOris

ATOpBacTaTMH MBUAKO aOCOpOyeTbCs MicCHs MEepOpaJbHOro MpUHOMY 1 J0CSIrae MaKCUMallbHOL
KOHIIEHTpauii y miua3mi yepe3 1-2 rogunu. PiBeHb MOrNIMHAHHS Ta KOHIEHTpALlisl aTOPBAaCTaTUHY B
IU1a3Mi KpOBI 3aJISKUTh BiJ] 03U aTopBacTaTuHy. biogocTynHicTh aropBacTaTuHy y (opMi TabIeTOK
B TOpIBHSHHI 3 pO3UYMHOM CTaHOBUTH 95 Ta 99 % BignoBigHO. AOGcontoTHa O010AOCTYIHICTH
aTOpBAacTaTHHY CTaHOBUTH MpuOIM3HO 12—-14 %, a cucreMHa JOCTYIHICTH 1HT10yH04Oi aKTUBHOCTI
BigHOocHO ['MI'-KoA-penykra3u — npubnusno 30 %. Husbka cucremHa 0i010CTYNHICTh 3yMOBJIEHA
MIPECUCTEMHUM KJIIPEHCOM Y CIM30Bii 00O0JIOHIII IUTYHKOBOT'O TPaKTy Ta 6ioTpaHchopMaliiero mija gac
NEPBUHHOTO MPOXO/KEHHS Yepe3 MEeUiHKY.

Po3nonin

Cepenniii 06’eM po3mozlly aropBacTaTuHy JopiBHIOE mpuOau3HO 381 1. 3B’s3yBaHHs 3 OlLIKaMu
IUIa3MU KpOBi cTaHOBUTH > 98 %. KoHueHTpaliiiHe CrHiBBiAHOIIEHHS KPOB/Ija3Ma, 110 CTAHOBHUTH
npubsmzno 0,25, BKa3ye Ha MOraHe MPOHUKHEHHS MpenapaTy B €pUTPOLIUTH.

Metabonizm

ATOpBacCTaTMH 3HAYHOIO MIpPOI0  METa0OMI3y€eThCs, YTBOPIOIOYM TpU  LBOMY OpTO- 1
naparipoKCUIbOBaHI MOXiIHI Ta Pi3HI MPOAYKTU B-OKHCHEHHS. In vitro opTo- 1 mapariApoKCUIbOBaHI
METa0OJIITH TPOSABIAIOTH 1HTIOyI0Uy akTuUBHICTH 1070 ['MI-KoA-penykrasu, ekBiBaJIeHTHY il
aTopBacTatuHy. [Hri0yrounii edext npenapary BinHocHo I'MI'-KoA-penykra3u npubdnuzno Ha 70 %
BHU3HAUYAETHCS AKTUBHICTIO IUPKYITIOIOUNX META0OJIITIB.

Buninenus

ATopBacTaTHH Ta Horo MeTadoIiTH FOJOBHIUM YHMHOM BUBOJSTHCS 3 >KOBYIO MICHISI IEUIHKOBOI Ta/abo
MO3aIeyuiHKoBOi OioTpaHcdopmMarliii, OJHAK HE 3a3HAIOTh ILTYHKOBO-TICYIHKOBOI PEIUPKYIIAILI.
CepenHiii mepioJ HamiBBUBEIEHHS AaTOpPBACTaTUHY Y JIOACH CTAHOBUTH MPUOIU3HO 14 TroAMH.
[aribyroua aktuBHICTH BimHOCHO I'MI'-KoA-penykras3u 30epiraetscs npotsirom 20-30 rogun depes
MPUCYTHICTh aKTUBHUX MeTa0o0miTiB. [Ticas mepopaabHOTO IPUHOMY MIpenapary 3 Ceuer0 BUIIISETHCS
MeHie Hix 2 % I03..

[Monmyns1ii XBopux

Ilayienmu nimnvozo 6iky

KoHneHnTpartis aroppacTaTUHY B IIJIa3Mi KPOBi y 3J0POBUX JITHIX JTOOPOBOJBINB (BIKOM > 65 POKIB)
BHINA, HDK y MOJIOAIIMX, TOMI SK TimomimigeMiydi edekTHu OyJau TOpPIBHIHHUMH 3 TaKHMH, IO
CIIOCTEPIrajucsl y MOJIOIUX TAII€HTIB.

Jimu

VY aBHUI KITipEHC IPH MEPOPATLHOMY IPUHOMI aTOPBACTATHUHY B AITEH BUSBUBCS IMOAIOHUM 10 KIIIPEHCY
B JIOPOCJIOi JIFOJUHU TPU MacmTaOyBaHHI aJIOMETPUYHO 32 MAacolO Tija, OCKUIbKH Maca Tija Oyja
€IMHOIO 3HAYHOIO KOBAPIaTOIO B OMYJIAIIHHIA (hapMaKOKIHETHYHIM MOJIEJI1 aTOPBACTATHHY 13 TAHUMH,
SIK1 BKJTFOYQUTH JIITEH 3 TETEPO3UTOTHOIO CIMEHHOIO TinepxojectepuHemiero (y Birti Bix 6 10 17 pokis.
Cmamo




KonnenTpariis atopBacTaTUHY B I1a3Mi KpPOBI Yy KIHOK BIAPI3HSETHCA BiJl Takoi Yy YOJIOBIKiB
(MakcuManpHa KOHIIEHTpallis y mia3mi KpoBi (C,x) BHUIIA mpubiau3Ho Ha 20 %, a miiomia mij KpUBOko
(AUC) amxua Ha 10 %). [IpoTe 1i po301>KHOCTI HE MaKOTh KJIIHIYHOTO 3HAYCHHS, a TiOJIMAeMIYHUI
edekT mpenapary y 4oJIOBIKIB Ta KIHOK Maii>ke OJJHAKOBUH.

Huproea neoocmamnicmo

3aXBOpIOBAaHHS HUPOK HE BIUIMBA€ HAa KOHIEHTpALlIO0 B IJIa3Mi KPOBI YM TINOJINiAEMIuHI edeKTH
aTOPBACTATHHY Ta HOTO aKTUBHUX METa0OJIITIB.

I'emopiani3. He3Bakaroun Ha Te, 1110 3@ y4acTiO MAalLlI€HTIB 3 TEPMIHAJIBHOIO CTAJIEI0 3aXBOPIOBAHHS
HUPOK JOCIIKEHHSI HE TTPOBOJIMIIUCH, BBAXKAETHCS, 10 TEMOJiali3 HE MiJIBUIYE 3HAYYIIUM YAHOM
KJIIPEHC TIpenapary, OCKiIJIbKA aTOPBACTATHH IHTEHCHUBHO 3B’ SI3YETHCS 3 O1JIKaMHM IJIa3MH KPOBI.
Ileuinkosa neoocmammuicmeo

KoHnuenTpanis aropBactatuHy y IUla3Mi KpOBI NOMITHO MIJBUIIEHA Y TMAlI€HTIB 13 XPOHIYHOIO
QJIKOTOJILHOIO XBOPOOOIO MeUiHKH. 3HaueHHs MOKa3HUKIB Cp,x Ta AUC y 4 pa3u Bulll y NAIi€HTIB 13

3aXBOPIOBAHHSIM IEYiHKH Kiacy A 3a mkanoro Yaiinna—II'1o.
VY marieHTiB i3 3aXBOPIOBaHHAM MEYiHKH Kiacy B 3a mkanoro Yaitnga—I[11o 3HaueHHs MOKa3HUKIB C ),

ta AUC migBumyrooThcss mnpubnau3Ho 16-kpatHo Ta 11-kpaTHO BIAMOBIIHO (IWB. PO3ALT
«IIpoTumnokazaHHus»).
KuiniuHi xapakTepucTukm.
Ilokazanuns.
3anobicannsa cepyeso-cyOuUHHUM 3AX80PIOBAHHAM
Jopocnum mamieHTam 0e3 KIHIYHO BUpaxkeHo1 imemidnoi xBopoou cepus (IXC), ane 3 nekinbkoma
(dakTopamu pusuky IXC, TakuMu sIK JIITHIA BIK, TIOTIOHOTIAJIHHS, apTepiaibHa TINePTeH3151, HU3bKHUI
piBens JITIBII] a6o HasBHicTh panHboi [XC y ciMeliHOMYy aHaMHE31, Tpenapar MmoKa3aHuu Jyist:
- 3MEHIICHHS PU3UKY BUHHUKHEHHS 1H(PaPKTy MioKap/aa;
- 3MEHUICHHS PU3UKY BUHUKHEHHS 1HCYJIBTY;
- 3MEHIIICHHS PU3UKYy BUHHMKHEHHS CTEHOKapii Ta HEOOXITHOCTI MPOBEICHHS MPOLETYP
peBacKyIspu3arIiii Miokapa.
[TamienTam 3 IyKpoBUM n1iabeToM 2-TO THMY Ta 0€3 KIIHIYHO BUPAKEHOI 1IIEMIYHOI XBOpOOH cepIid,
ane 3 JekuibkoMma (akTopamMu pu3uKy po3BUTKY [XC, TakuMu sIK pETHHONATIsA, aIbOyMIHYDis,
TIOTIOHONIATIHHS a00 apTepialibHa TiepTeH31sl, MpenapaT MoKa3aHui JJIs:
- 3MEHIICHHS PU3UKY BUHHUKHEHHS 1H(PAPKTy MioKap/aa;
- 3MEHUICHHS pU3UKY BUHUKHEHHS 1HCYJIBTY.
[TamieHnTam 3 KIIHIYHO BUPAKEHOIO 1IIEMIYHOI0 XBOPOOOIO CepIls pernapar MmoKa3aHui 1is:
- 3MCHIICHHS pU3UKY BUHHUKHEHHS HEJIETAThHOTO 1H(DAPKTy MiOKapaa;
- 3MEHUICHHS PU3UKY BUHUKHEHHS JIETaJbHOTO Ta HEJIETAIBHOTO 1HCYJIIBTY;
- 3MEHIICHHS pU3UKY HEOOXITHOCTI MPOBEICHHS MPOIEAYP peBaCKysIpU3allii Miokap/a;
- 3MEHIICHHS PU3UKY HEOOXIAHOCTI rocmiTaiizamii y 3B’s3Ky 13 3aCTIMHOIO CEpIIEBOIO
HENOCTATHICTIO;
- 3MEHUICHHS pU3UKY BUHUKHEHHS CTEHOKap/Iii.
L'inepninioemis
- Ilepsunna cinepxonecmepunemis (cemepo3uecomua Cimelina i Hecimelina) ma smiuana OUcIinioemist
(mun Ila ma IIb 3a xknacugirayicto pedpixcona). SIKk NOMOBHEHHS 10 IIETH, M00 3MEHIIUTH
TIIBUIIICH] PiBHI 3arayibHOTO XojecTepury (3XC), XonecTepuHy JIMOMpOoTeiNiB HU3bKOI MIJTEHOCTI
(XC JITTHILL), anmonimonpoTteiny B Ta TpuriinepumiB, a TakoX AJIs T ABUIICHHS PIBHS X0JIECTEPUHY
ninonporeiniB Bucokoi mibHocT! (XC JITIBILY).
- Tinepmpueniyepuoemisn (mun IV 3a kracugixayieio @pedpixcona). Ik TOMOBHEHHS 0 TI€TH TSI
JKYBaHHS MAI[I€HTIB 3 MABUIIICHUMH PIBHSIMH TPUTIIILEPUIIB Y CUPOBATIII.



- Ilepsunna oucoemaninonpomeinemisa (mun Il 3a kracughikayieio @pedpikcona). Jlna nikyBaHHS
NAIE€HTIB Y pa3i, KoK JOTPUMAHHSA JI€TH € HEJOCTaTHHO €(PEKTUBHHM.
- Tomosucommua cimeiina cinepxonrecmepuremis. [ 3MEHIIEHHsI 3arajJbHOro XosectepuHy ta XC
JIITHI] six mONMOBHEHHS A0 1HIIMUX TIMOMIMIJEMIYHUX METOMIB JKyBaHHS (HampuKian adepesy
JITTHILL) abo sIK110 Taki METOIH JIIKyBaHHS HEJOCTYIIHI.
- T'emeposucomna cimetina cinepxonecmepunemis y nayienmie oumsayoeo 6iky (gikom 10—17 pokis).
Sx momoBHeHHs M0 aietu it 3MeHmneHHs piBHiB 3XC, XC JIIMHII i anominomnporeiny B y
XJIOTMYMKIB-MIUTITKIB Ta JIBYAT MicIs MOYaTKy MeHCTpyallii Bikom Bif 10 1o 17 pokiB, SKIIO micist
BIJIMOBIAHOI Ai€TOTEpallii pe3yIbTaTH aHali3iB TaKi:
a) xonecrepu JITTHIL 3anumaerses > 190 mr/mn (= 4,91 mmonb/im) abo
0) xonecrepun JITTHI > 160 mr/mn (= 4,14 mmoub/i) Ta:

e y ciMeiiHOMY aHaMHe31 HasiBHI paHHI CEepILIEeBO-CyIMHHI 3aXBOPIOBaHHS a00

e 1Ba abo OunblIe iHIUX (GAKTOPH PU3HUKY PO3BUTKY CEPLIEBO-CYANHHUX 3aXBOPIOBAHb IIPUCYTHI
y Mali€HTa AUTSIOTO BIKY.

IIpomunokaszanna.

e T[inepuyTnuBicTh 10 OyAb-IKOTO IHTPEIIEHTA MPEHapary.

e 3axBOPIOBAaHHSX MEYIHKH B TOCTPii (pa3i abo cTiiiKe MiABUIIICHHS (HEBIIOMOTO reHe3y) PiBHIB
TpaHCaMiHa3 y CUPOBATIIl KpOBi B 3 pa3u abo OibIIe.

o [IpenapaT mnpoTUNOKa3aHUM BariTHUM, >KIHKaM $KI TOAYIOTb TPYyAII0, Ta >KIHKaM
PENpOAYKTUBHOIO BIKY, $IKI HE 3aCTOCOBYIOTh HaJE€XKHI METOAM KOHTpauenuii (IuB. pO3JLIT
«3acTocyBaHHS y NEpioJ] BariTHOCTI a00 roJlyBaHHS TPYIIO»).

B3aecmooia 3 inwmumu nikapcokumu 3acooamu ma inuii 6UOU 63aEMOOIil.

BniuB Ha aTopBacTaTHH JiKapChbKUX 3aC001B, sIKI IPUUMalOTh OAHOYACHO

ATopBacTaTuH MeTaboi3y€eThbes 3a gornoMoror nuroxpomy P450 3A4 (CYP3A4) ta € cybectparom
JUTSl TPAHCTIOPTHHUX OUIKIB, HAanpuKiaj nedinkoBoro nepeHocHuka OATP1BI1. OnnovacHuil npuiiom
JKapchKUX 3aco0i1B, ski € 1Hri0iTopamu CYP3A4 abo TpaHcropTHUMU OLIKaMH, MOXKe MPU3BECTH JI0
MIJBUIICHHS KOHIEHTpallli aTOpBacTaTUHY B IJIa3M1 KPOB1 Ta /10 30UIbLIEHHS pu3uKy miomnartii. Llei
PU3MK TaKOXX MOXE 3pOCTH IPH OJHOYACHOMY IPHUIOMI aTOpBACTATUHY 3 IHIIMMH JIKAPCHKUMHU
3acobaMM, fKI MOXYThb CIPUYMHUTU MIOMATIIO, TAKUMH SIK LUKIOCIOPHUH, (iOpaTH, HIKOTHHOBA
kuciota abo iHriditopu nuroxpomy P450 3A4 (manpukiiaj epUTPOMILMH, a30JIbHI MPOTUTPUOKOBI
npenapaTtH) (AuB. po3aul «OcobIUBOCTI 3aCTOCYBaHHS).

Ineioimopu CYP3A4

Binomo, mo noryxHi iurioiTopu CYP3A4 mpusBojaTh 10 3HAYHOTO IMiJIBUINEHHS KOHIIEHTpAIil
aTopBacTaTHHY (IuB. Tabuuito 1 Ta AetanbHy 1HGOpMaIlito, HaBeaeHY HUk4Ye). Crif 32 MOKIMBOCTI
YHUKaTH OJHOYACHOTO 3acToCyBaHHS 3 MOTyxHUMH 1Hri0itopamu CYP3A4 (manpuknax 3
LIUKIOCTIOPUHOM,  TEJNITPOMILMHOM,  KIAPUTPOMILMHOM,  JENaBIpAMHOM,  CTHPUIIEHTOJIOM,
KETOKOHA30JIOM, BOPUKOHA30JI0M, 1TPAaKOHA30JI0M, IIOCAKOHA30JI0M Ta iHTi0iTopamu nporea3 BIJL, y
TOMY YHMCJII PUTOHABIPOM, JIONIHABIPOM, aTa3aHaBIPOM, 1HIMHABIPOM, JapyHaBIpOM TOILO). SKII0
HEMOJKJIMBO YHUKHYTH OJHOYACHOIO 3aCTOCYBaHHS IUX IIpernapaTiB 3 aTOpBACTaTHHOM, CJIiJ
PO3IJIIHYTH MOXKJIMBICTh 3aCTOCYBaHHSI MEHILUX (IT0YaTKOBOI Ta MaKCUMAaJIbHOI) 03 aTOpPBACTaTUHY.
Takox peKkoMeHY€EThCSI IPOBOIUTH HAJIEKHUHN KIITHIYHUM MOHITOPUHT CTaHy NalleHTa (JUB. TaOIUIO
1).

[Tomipni inHri6itopu CYP3A4 (Hanpukiag epUTPOMILMH, TWITIa3eM, BepamaMil Ta (PIrOKOHA30:)
MO>KYTh IMIJBUIIYBAaTH KOHILIEHTPALlI0 aTOPBACTaTHUHY B IUIa3Mi KpoBi (quB. Tabauio 1). OgHovyacHe
3aCTOCYBAHHS EPUTPOMILMHY Ta CTATHUHIB CYHPOBO/KYETHCA MIJBUIICHHSIM PHU3UKY DPO3BUTKY
Mmionarii. JlocmipkeHHsT B3a€MOJIl JIKAPCHKUX IpemnapaTiB A OLIHKM BIUIMBY aMmiOJapoHy 4H
Beparnamily Ha aTOpBacTaTUH HE MPOBOAWINCH. BigoMmo, 1110 amioiapoH Ta BeparnaMuil IPUTHIYYIOTh




aktuBHICTb CYP3A4, a oTxe, oHOUacHe MpPU3HAYEHHS IMX IMpernapariB 3 aTOPBACTAaTHHOM MOXeE
MIPU3BECTH /10 301IBIIEHHS €KCIO3HULIIT aTOpBaCTaTHHY. TaKuM YHHOM, IPU OJJTHOYACHOMY 3aCTOCYBaHHI
aTopBacTaTHHy Ta 1uX noMipHuxX iHri6iTOpiB CYP3A4 ciix po3risiHyTH JOUIIbHICTE NPU3HAYEHHS
MEHIIUX MAaKCHUMaJbHHX JI03 AaTOpBAacTaTUHY. TakoX pPEKOMEHIOBAaHO MPOBOAMUTH KIIIHIYHUN
MOHITOPHUHT CTaHy Malli€HTa Micis MOYaTKy JiKyBaHHs 1HI10iTOpoM abo micist KOPeKIii HOro 103H.
Cmumynamopu CYP3A4

OnHouacHMM MpHUIOM aTopBacTaTUHy 31 CTHUMyJsATopamu nutoxpomy P450 3A (mampuxiazn 3
edaBipeHIIOM, pudaMIIiHOM, 3BIpOOOEM) MOXKE MPU3BECTH 10 HECTIMKOTO 3HIKEHHS KOHIEHTpAIlii
aTOpBACTaTHHY B IJIa3Mi KpOBi. 3aBIsIKM MeXaH13My NOJBIHHOI B3aeMoii pupamMminy (CTUMYJIIOBaHHS
mutoxpomy P450 3A Tta inridyBanus neuinkoBoro nepeHocHuka OATP1B1) oxgHouacHuii npuiiom
aTopBacTaTHHy Ta pudamIiHy PEeKOMEHIOBaHUN, OCKUIBKU MPHUIOM aTOpBACTAaTHHY 4Yepe3 BEJIUKUN
MPOMDKOK Yacy micis pudaMIiHy NOB’A3y€ThCs 31 3HAYHUM 3HM>KEHHSIM KOHIIEHTpallii aTopBacTaTUHY
B I1a3mi KpoBi. OpHak BIUIMB pu(aMIiHy Ha KOHLIEHTpALil aTOpBacTaTHHY Yy KIITHHAX NEYiHKU
HEBIZIOMUM, 1 32 HEMOXXJIUBOCTI YHUKHYTH OJHOYAaCHOTO NPHUHOMY CIiJ YBa)XXHO CIOCTepiratu 3a
e(EeKTUBHICTIO JIKyBaHHS MAIli€HTA.

Aszumpomiyun

OnnouacHe npu3HaueHHs aropBactatuHy (10 mr 1 pa3 Ha 100y) Ta azurpominuny (500 mr 1 pa3 Ha
100Yy) He CYIIPOBOJIKYBAJIOCS 3MiHAMU KOHILIEHTpAIlii aTOpPBACTaTUHY Yy MJIa3Mi KpOBi.

Ineibimopu mpancnopmuux O6inKie

[Hri6iTopu TpaHCHOPTHUX OLIKIB (HANPHKIIAL [IMKIOCTIOPUH) 3/1aTHI MiIBUIIYBAaTH PiBEHb CUCTEMHOI
eKCIO3U1Lii aTopBacTaTUHY (AMB. Ta0nuLko 1). BIiMB npUrHideHHs HAKONMYYBaJIbHUX TPAHCIIOPTHUX
OUKIB Ha KOHLIEHTpAIl0 aTOpBACTaTHHY B KIITHHAX TIEYIHKM HEBIIOMUU. SIKIIO YHUKHYTH
OJTHOYACHOTO TPHU3HAYEHHS IUX IpernapariB HEMOXXJIMBO, PEKOMEHJIOBAaHO 3HMKEHHS [O3HM Ta
MPOBEICHHS KIIHIYHOTO MOHITOPHHTY €()eKTUBHOCTI aTOpBACTaTUHY (AMB. TabmuIio 1).
T'emepioposun/ noxioni ¢ibpurnoeoi kuciomu

3acrocyBaHHs (PiOpaTiB K MOHOTEpAIIii OB A3YIOTh 3 PO3BUTKOM SIBUII 3 OOKY M’S130BOi CUCTEMH, Y
TOMY 4HCHII pabnomionizy. Pusuk Takux moniit Moke OyTH MiABUIIEHUN MTPH OJJHOYACHOMY IpPUHOMI
NOXiAHUX (IOPUHOBOT KHMCIOTH Ta aTOPBACTATHUHY. SIKIO HEMOXIJIMBO YHUKHYTH OIHOYAaCHOTO
3aCTOCYBaHHS, CJiJl 3aCTOCOBYBAaTH HaWHIKYY J103y aTOPBACTATUHY JJISl JOCSATHEHHS TepaneBTHUYHOI
71034 Ta KOHTPOJIIOBATH HAJIEKHUM YHHOM CTaH MAaLi€HTIB (IUB. po3ain «Oco0NIMBOCTI 3aCTOCYBAHHS).
Ezemumio

3acTocyBaHHs €3€TUMIOY K MOHOTEpaIlii OB’ SI3yI0Th 3 PO3BUTKOM SIBHIL 3 OOKY M’30BOi CUCTEMH,
y TOMy uuciai pabaomionizy. TakuM YHHOM, HpPHU OIHOYACHOMY 3aCTOCYBaHHI e€3€THMIOy Ta
aTOPBACTAaTHHY PHU3UK PO3BUTKY IMX SIBHIL 301JbIIY€ThCS. PEKOMEHI0BAHO MPOBOIUTH HAJICKHUN
KJIIHIYHUI MOHITOPUHT CTaHy TaKMX MaLli€HTIB.

Konecmunon

KoHueHTpallis aropBacTaTuHy B IJ1a3Mi KpoBi Oysia HUK4O00 (Mpubau3HO Ha 25 %) npu 0JHOYaCHOMY
npUioMi aTOpBacCTaTHHY Ta KosecTunoiy. Ilpu ipoMy rinosninigeMiyHa J1is KOMOiHallii aTOpBaCTaTUHY
Ta KOJIECTUIIONY MEPEBUIIlyBaa €eKT, SKUI Aa€ MPUHOM KOKHOTO 3 ITUX IpenapaTiB OKpEMO.
Dys3udosa Kucioma

JlocnmipKeHHsT B3aeMOJIii aTOpBacTaTUHY Ta (y3WI0BOI KHCIOTH HE MPOBOIWINCH. SIK 1 y pasi
3aCTOCYBaHHA 3 IHIIMMM CTaTUHAMH, Yy MOCTMApKETUHTOBHUI MEpioj MpPU OJHOYACHOMY NpHuiloMi
aTOpBacTaTHHY Ta (y3UI0BOT KUCIOTH CIIOCTEpIiraiancs siBUILA 3 00Ky M’ S130BOi CUCTEMH (Y TOMY YHUCITi
pabaomioniz). MexaHi3M wi€i B3aeMoii 3anuimaeTbesi HeBigoMuM. IlarieHT noTpedyroTh NUIBHOTO
HarJsiy, Moxke OyTH moTpiOHe THMYacoBe MPUITMHEHHS JIKYBaHHS aTOPBACTATHHOM.

Konxiyun

ITpu onHOYaCHOMY 3aCTOCYBaHHI ATOPBACTATHHY 3 KOJIXIIIMHOM ITOB1IOMIISIIIOCS PO BUIAKU MiONaTii,
B TOMY YHCII pabIoMioi3y, TOMY CIIiJ] 3 00EpEKHICTIO MPU3HAYATH aTOPBACTATUH 3 KOJIXILIUHOM.



By atopBacTaTuHy Ha JiKapchKi 3ac00H, sIKi IPUHMAaIOTh 0JTHOYACHO

Hueokcun

IIpu opHOYacHOMYy 3acTOCyBaHHI 0araropa3oBUX J103 IMIpernapary Ta JAWTOKCHHY PpIBHOBaXKHI
KOHIIEHTpaLli AUTOKCUHY B IJIa3Mi MiABUINYIOThCS mpuOau3Ho Ha 20 %. Cnig HaJeKHUM YHHOM
KOHTPOJIIOBATH CTaH MAI€HTIB, SIKI IPUHMAaIOTh JUTOKCHH.

Ilepopanvhi konmpayenmueu

OnHouacHe 3acTOCYBaHHsS AaTOPBACTATUHY 3 MEPOPaJbHUMM KOHTpALENTUBAMHU TMPU3BOAUIO 0
MiIBUIICHHS KOHIICHTpAIlii HOPETUCTEPOHY Ta €TUHIIECTPAAioNy B ria3Mi Kposi. L1i migBuiieHHs ciija
OpaTu 10 yBaru rnpu BUOOpi NepopagbHOro KOHTPALENTHUBY JAJIS JKIHKH, sIKa MPHIIMae aTOpBaCTaTHH.
Bapgapun

B wIiHIYHOMY JOCTI/KEHHI Yy MAIl€HTIB, SKi MPOXOJWIN JOBIOTpUBajeE JIIKyBaHHS Bap(hapUHOM,
oJHOYacHe 3acTocyBaHHs 80 MI aTOpBAacTaTHHY LOJCHHO 3 BaphapuHOM MPU3BOANIIO 10 HEBEIUKOTO
3MeHIIeHHs (01m3bKo 1,7 ceKyHan) IpOTPOMOIHOBOTO Yacy MpOTIroM nepuux 4 THiB Teparii, OHaK
1eil TOKa3HUK OBEPTABCSA 10 HOPMH MPOTATOM HACTYIHUX 15 HIB JIiKyBaHHS aTOPBACTaTMHOM. XO04a
MIOB1IOMJISLIIOCS! JIUIIIE TIPO Ty Ke PiKICHI BUNIAJKU KIIIHIYHO 3HAUYIIUX AaHTUKOATYJITHTHUX B3a€MOJIIH,
HepUI HiX MOYaTH TEparlito aTOPBACTaTHHOM, MAIliEHTaM, K1 IPUHMAIOTh AHTUKOATYJITHTH KyMapuHy
Ta JIOCUTh YaCTO Ha MOYATKy Teparnii He0OXiTHO BUSHAYUTH MPOTPOMOIHOBUI Yac JIsl MiATBEPIKEHHS
BIJICYTHOCTI CYTT€BOI 3MIHM TIOKa3HMKA. SIK TUIBKM CTaOUIbHMNA MNpOTpoMOiHOBHH dYac Oyiio
3a(hiKCOBAaHO, TIOKA3HUK MO>KHA KOHTPOJIOBATH 3 IHTEpBaJaMH, SIKi 3a3BHYall PEKOMEHIYIOTbCS IS
NAII€HTIB, 10 TPUHMAIOTh AHTUKOATYJITHTH KyMapHHy. Y pasi NpUINHUHEHHs Teparnii abo 3MiHU 103U
aTOpBACTaTHHY JJaHy MPOLEAYPY CIiJl TOBTOPIOBATH. Y MAlLlI€HTIB, SKI HE MPpUMAaJIi aHTUKOATYJISIHTH,
Teparlis aTOpBacTaTMHOM He OyJia OB’ si3aHa 3 KpOBOTE4O010 a00 31 3MiHAMU POTPOMOIHOBOTO Hacy.

Tabmuns 1
BrinuB nikapcbkux 3aco0iB, SKi MPUEMAIOTh OJHOYACHO, Ha (DapMaKOKIHETUKY aTOPBACTaTHHY
OnHOYaCHO 3aCTOCOBYBaHI MpenapaTu ATtopBacTtaTuH
Ta PEXKUM JI03YBAHHS Crieeigaomenns | Kminiuni
Jlo3a (mr) 1 .0
AUC peKoMeHaIii
10 Mr 1 pa3 oq
Huxnocriopud 5,2 mMr/kr/mno0y, Ha 00y KIHO OAHOHACHE
: 8,7 BBEICHHS
cTabinpHa 1032 BIIPOJIOBIXK
. aTOpPBaCTaTHHY
28 HIB )
HeoOXiJHe, 1032 He
40 mr 1 pa3
MOBUHHA
. Ha JICHb,
Tunpanasip 500 mr 2 pasu Ha n00y/ 10 ME Dazosa nepeBuuryBata 10 mr
putonapip 200 mr 2 pa3u Ha 100y, o34 p 9.4 IIOTHS.
8 mHiB (3 14 mo 21 nennp) a1 PexomeHnyeThes
BIIPOJIOBIK S
. KIITHIYHUNA
20 mHIB .
- - MOHITOPHHT  CTaHy
Tenanpesip 750 mr koxHi 8 roaus, | 20 Mr pazoBa S
; 7.9 MAIiEHTIB.
10 muiB o3a ’
. 40 mr 1 pa3 Sxuo OJIHOYacHe
Jlominaip 400 mMr 2 pasu Ha H00y/ p . A
i Ha 100y BBEJCHHS
puronasip 100 mr 2 pasu Ha 100y, 5.9
) BITPOZOBXK aTOpBaCTaTUHY
14 nuiB . .
4 nuiB HEOOXIJIHE,
80 mr 1 pa3 PEKOMEHIYEThCS
Knaputpominma 500 mr 2 pasu Ha | Ha 100y 45 3MEHILIUTH
no0y, 9 nHiB BIIPOJIOBIXK ’ HiATPUMYBAJIBHI 1031
8 nHiB aTtopBactaTuHy. Ilpu




no3yBaHHI moHan 20
MI  PEKOMEHAYETHCS
MPOBOJUTHU KITIHIYHUI
MOHITOPHHT CTaHy
MMaIi€HTIB.

CakginaBip 400 mr 2 pasu Ha 100Yy/

. 40 mr 1 pa3
puronasip 300 mr 2 pa3u Ha 100y 5— P
! : Ha 100y
7 nHiB, HA 8 IeHb 30UTBIIUTH 103y J0 39
. 4 BIIPOJIOBIK
400 mr, 4-18 guis, uepe3 30 xB micis A s Sx1mo OHOYACHE
MPUOMY aTOPBACTATUHY g BBEICHHS
) 10 mr 1 pa3
Hapynagip 300 mr 2 pa3u Ha H00y/ p aTOpBACTATHHY
: Ha 100y HEOoOXIiTHEe,
putonasip 100 mr 2 pa3u Ha 100y, 3.4
9 i BITPOJIOBIK PEKOMEHIYETHCS
TTHIB .
4 nuiB 3MEHIIIUTH
ITpakonazon 200 mr 1 pa3 Ha 100y, 40 mr pa3zoBa 33 MIATPUMYBAIBHI 031
4 nHl 71032 ’ atopBactatuny. [lpu
) 10 mr 1 pa3 o3yBaHHI moHan 40
®ocamnpenaBip 700 mr 2 pa3u Ha P AO3Y
. Ha 100y MI'  PEKOMEHIYEThCS
no0y/ putonapip 100 Mr 2 pa3u Ha 2,5 L
. BIIPOJIOBIXK MIPOBOJIMTH KITIHIYHUI
o0y, 14 nHiB . .
4 nHIB MOHITOPUHT CTany
10Mmr 1 pa3 HaHiCHTiB.
®ocammpenasip 1400 mMr 2 pas3u Ha | Ha 10Oy 73
no0y, 14 nuiB BITPOIOBIK ’
4 nHiB
10 mr 1 pa3 Crerudiunux
Hendinasip 1250 mr 2 pasu Ha 100y, | Ha 100y 174 pEeKOMeH/1alliil HEMaE.
14 nuis BIPOJIOBIK ’
28 nHIB
OpHovacHuil Tpuiiom
BEJIMKUX KUIBKOCTEH
[peitndpyrosuii cix> 240 mu 1 pa3s Ha | 40 mMr pasosa 137 rperngpyToBoro
100y no3a ’ COKY Ta
aTOpPBACTaTHHY HE
PEKOMEHTYETHCSL.
Tlicna  iHimiroBaHHA
abo KOpUT'yBaHHS
JI031 IHITiazemMy
Hunrtiazem 240 mr 1 pa3 Ha no0y, | 40 Mr pa3oBa 151 PEKOMEHIOBAHU I
28 nHiB o3a ’ BIJITOBITHAN
KJIIHIYHAN
MOHITOPUHT  CTaHy
TAI[IEHTIB.
Pexomennayerbcst
Epurpominun 500 mr 4 pasu Ha 100y, | 10 Mr pazoBa 133 3HU3HUTH

7 nHIB

o3a

MaKCUMaJIbHy 703y Ta
MIPOBOJIUTH KITTHIYHHI




MOHITOPHHT  CTaHy
MaIicHTIB

Awmnoaunin 10 mr, pa3osa g03a 80 mr pasosa 1,18 CHeuH(bquH.)i

J103a pEeKOMEHallil HeMaE.

10 mr 1 pa3 Crienudiuaux
Humeruaun 300 mr 4 pasu Ha 100y, | Ha 100y 1 pEeKOMEeHaIil HeMaE.
2 TUXKHI BIIPOJIOBIK

2 THOKHIB

40 mr 1 pa3 Crenudiyaux
Konectumon 10 r 2 pasu Ha n00y, | HA 100y 0,744 PEKOMEH/IaIllil HeMae.
28 THKHIB BIPOJIOBIK ’

28 THXKHIB
CycneH3is aHTalKHOTO npenapaTyS, 10 mr 1 pa3 Crermoiannx
0 MICTUTh MAarHii Ta aJOMiHil0 | Ha 100y 0.66 PEKOMEHIAIIIN HEMaE.
rigpokcua 30 min 4 pasu Ha 100y, | BIPOTOBXK ’
17 nuis 15 nuiB
Edasipens 600 mr 1 pa3 na no0y, 10 wr CHeuH(bquH.)i
14 nis BHpO.,ZLOB)K 0,59 pPEKOMEH ALl HEMAE.

3 nHIB
Pucgammnin 600 mr 1 pa3 va 100y, 7 nuiB | 40 mMr pazoBa L12 Crierudiunux
(Ipy OTHOYACHOMY BBEJICHHI) 71032 ’ pEeKOMEeHalil HeMae.
Pudammnin 600 mr 1 pa3 Ha 100y, 5 nHiB | 40 Mr pazoBa 0.20 Crneuungiunux
(OKpeMHUMU T03aMH ) J103a ’ PEKOMEH/IaIlli HEMaE.
I'emdi6po3un 600 mr 2 pa3u Ha 100y, | 40 Mr pa3oBa 135 Crernudiyaux
7 nHIB no3a ’ PEKOMEH IaIlli HEMaeE.
®denodiopar 160 mr 1 pa3 Ha m00y, | 40 mr pazoBa 1.03 Crernudiyaux
7 nHIB no3a ’ pPEKOMEH/ 1Al HeMaEe.
bonenpesip 800 mr 3 pasu Ha 100y, | 40 mr pazoBa 73 Crenudiunux
7 nHiB no3a ’ pEKOMEH 1ALl HEMAE.

[oxa3HUK CITIBBIAHOMICHHS MK BUIIaJKAMHU 3aCTOCYBaHHA KOMOIHAIII{ ITperapariB 3 aTOPBACTAaTHHOM Ta MOHOTepamil

aTOpPBACTAaTUHOM.

Jlnst orpuMaHnHs iHGOpMAaIii PO KIIHIYHY 3HAYYINICTh AUB. po3aiau «Oco0IMBOCTI 3aCTOCYBaHHD» Ta «B3aemomis
3 IHIIMMH JIIKAPCHKUMH 3aC00aMH Ta 1HII BUJM B3aEMOIIi».

MicTuthk oauH a0 JIeKibKa KOMIIOHEHTIB, IO iHri0yr0Th CYP3 A4, i MOKYTh 30UTBIIUTH KOHIICHTPAIIIO TIKAPCHKUX
3aco0iB B I1a3Mi KpoBi. BxxuBanHs oqHiel 240 MII CKIISTHKH IPeHII(ppyTOBOTO COKY TaKOX MPU3BEJIO J0 3HWKEHHS Ha
20,4 % AUC akTHBHOTO OpPTOTiAPOKCH MeTabomiTy. Bennka kinbkicTs rpeiindpyroBoro coky (monan 1,2 i Ha 100y
npotsirom 5 nHiB) 36uteiryBana AUC atopBacratuny B 2,5 pasu Ta AUC aktuBHuUX iHri0iTopiB ' MK-KoA-penykrasu

(aropBacraruny Ta Metabomitis) B 1,3 pasa.

IoonuHOKMIT 3pa3ok, B3sTHI Yepe3 8—16 To micist npuiioMy 1037 Impenapary.

CynpoBOIKy€eThCsI 3HIDKEHHAM KOHIICHTpAIIIl aTOpBacTaTHHY y I1a3Mi KpoBi mpuOnm3Ho Ha 35 % ane mpu mpomy
TinoJiImiIeMivHa il aTOpBaCTaTHHY HE 3MIHIOBAJIACh.

Ta0muus 2

BrumiB atopBactatuny Ha hapMaKOKIHETHKY JIIKAPCHKHUX 3aC001B, SAKI IPUIUMAIOTh OJHOYACHO

ATopBacTaTuH

OaHOYaCHO 3aCTOCOBYBAHUM JIIKAPCHKHIA 3aci0 Ta pexuM J103yBaHHS

[Tpenapat/noza (mr)

CHiBBIIHOLIEHHSI
AuC!

Kminiuni
peKoMeHaIii




80 mr 1 pa3 Ha Crnenudiuanx
100y BIOPOJIOBX AwnTunipus, 600 mr 1 pa3 Ha 100y 2 pexoMeHaanin
15 nuis HEMaE.
Pexomennyerbcs
80 mr 1 pas na Huroxcun 0,25 mr 1 pa3 Ha 100y, TPOBOTH
100y BITPOJIOBXK . 1,15 KJIIHIYHUH
) 20 nHiB .
10 nuiB MOHITOPHHTI CTaHy
MAIIEHTIB.
[TepopanbHi KOHTpalenTuBu 1 pa3 CriennivHuX
40 mr 1 pa3 Ha . i
Ha 7100y, 2 MicsLl PEKOMEH1ani
100y BITPOJIOBXK 1,28
22 i — HOpPETUCTEPOH 1 Mr 119 HEMAE.
— €THHUIECTPAION 35 MKT ’
80 mr 1 pa3 Ha Crneuungiuynux
700y BIIPOJOBXK ®enazon 600 Mr o1HOpa3oBa nosas | 1,03 peKOMeH TaIii
15 nuiBs HeMae.
10 Mr 1 pas na Tunpanasip 50'0 MT 2 pa3u Ha Cneumbmmpi
n00y/ putonagip 200 mr 2 pasu Ha | 1,08 pEeKOMeH1aLli
no0y :
100y, 7 mHIB HEMaE.
10 mr 1 pa3 Ha . Crneuungivynux
®ocamnpenasip 1400 mr 2 pa3u Ha oy
00y BIPOJIOBXK ) 0,73 pEeKOMEH Al
; no0y, 14 auiB
4 nH1B HEMae.
10 mr 1 pa3 Ha ®ocamnpenasip 700 mr 2 pa3u Ha Crnenudiuanx
100y BIIPOJIOBXK no0y /putonasip 100 mr 2 pazu Ha | 0,99 peKoMeHain
4 nHiB no0y, 14 nuiB HEMae.

1 [Noka3HUK CIIBBIAHOMICHHS MiX BHITAJKAMH 3aCTOCYBaHHS KOMOIHAmii MpemapaTiB 3 aTOPBACTATHHOM Ta

MOHOTepaIii aTopBacTaTHHOM.

2 aropBACTATHH HE BILTHBAE HA (apMAKOKIHETHKY aHTHITIPHHY, B3a€MOi 3 HIIMMH JIIKAPCHKAMH 3aCO0AMH, 110
MeTa0oJIi3yIOThCA 33 JOIIOMOTOI0 THX CAMUX 130MIYHUX IUTOXPOMIB, HE OUIKYIOTHCH.

3 Ipu ogHOUaCHOMY 3aCTOCYBAHHI IEKiTHKOX J103 ATOPBACTATHHY Ta (heHA30HY 3MiHH KITipeHCY (heHa30Hy He3HAUHi
a00 He BUABJICHI.

Ocobueocmi 3acmocyeanns.

Topywennus @yuxyii nevinku

Ilepen TUM SIK pO3NOYMHATH TEPAIIiIO MPENapaToM, PEKOMEHIYETHCS OTPUMATH Pe3yJIbTaTH aHaJi3iB
1010 BU3HAYCHHS IMOKA3HUKIB ()ePMEHTIB MEUIHKU Ta MPOBOJAUTH aHAII3U MEPIOJUYHO MiCIs LBOTO.
[TamienTam, y SKUX BUHHUKAIOTh CUMIITOMH, 1110 CBiIYaTh PO YPaKeHHs MEYiHKH, TOTPIOHO MPOBOIUTH
aHami3 ¢pyHkuii nevinku. [lamienTam, y SKUX MiIBUIIYETbCS PIBEHb TPAaHCAMiHa3, CJIiJl KOHTPOIIOBATH
GyHKIIT eYiHKA JOTH, JOKU aHOMallii He OyayTh ycyHeHi. SIKmo BinOyBa€eThCs CTIKE MiABUIEHHS
PIBHIB CHPOBAaTKOBHX TpaHCaMiHA3 Yy CHpOBATII KpoBi B 3 4M OuiblIe pa3w BiJ] BEPXHBOI Mexi
HopMmainbHOTO AianazoHy (ULN), pekoMeHIyeThCsl MPUIMHUATH JIIKYBaHHS MpernapaTtoM (AUB. PO3ILT
«[1o6iyni peakmii»).

ATOpBacTaTUH CiiJ 3 00EPEKHICTIO MPHU3HAYaTH MAI[lEHTaM, AKi 3JIOBXXHUBAIOTh AJIKOTOJIEM Ta/abo
MalOTh B aHaMHE31 3aXBOPIOBAHHS MEYiHKH.

3anobieanns incynbmy wiisgxom pizko2o 3HudceHus pienie xorecmeputy (SPARCL)

[ToBimomstocs, 110 TpH MiCISONepalifHOMy aHali31 HiATUIIB IHCYJIbTY Y HAli€HTIB 0e3 imeMiuyHOoi
xBopobu cepis (IXC) 3 HelmonaBHO MEPEHECEHUM 1HCYIBTOM 200 TPAH3UTOPHOIO IMIEMIYHOIO aTaKOI0
(TTIA) cnoctepiraBcst OUIbII BUCOKHUIT piBEHb T€MOPAri4HOTO 1HCYJIBTY PU IPUHOMI aTOPBACTATHHY Y
no3i 80 mMr B mopiBHSHHI 3 rpymnoro rmiane6o. IlinBuiieHnit pusuk OyB OCOOMMBO BiJ3HAUYECHUH Y
MAIIE€HTIB 13 MOMEePEeIHIM TeMOPariyH|M 1HCYJIBTOM a00 JJaKyHapHUM 1H(GAPKTOM i 4ac BKIIOYCHHS



y nociikeHHs. [l manieHTiB 3 TONepeaHiM reMOopariuyHuM 1HCYJIbTOM abo0 JIaKyHapHUM 1H(papKTOM

OanaHc pU3MKY Ta IepeBar MpH MpUioMi aTopBacTaTUHY Yy 1031 80 Mr He BU3HAUYEHUH, TOMY Iepen

MOYaTKOM JIIKyBaHHS HEOOXIZHO PpEeTeNIbHO MpOaHaNi3yBaTH MOTEHIIMHUN PHU3MK TI'eMOpariuHoro

IHCYJIBTY.

Ckenemni m’a3u

ATtopBactatuH, sk 1 iHui iHriditopu ' MK-KoA-penykrasu, B OKpeMHX BUIAKaX MOXKE BIUIMBATH Ha

CKEJIETHY MYCKYJIaTypy 1 CIPUUMHHUTH MiaJrito, MiO3UT Ta MIONAaTiio, SKi MOXKYTh IPOTrpecyBaTH 10

paboMioNizy — MOTEHLIHHO HEOE3MEYHOro I JKUTTS CTaHy, L0 XapaKTepU3YETbCS MOMITHO

nigsumiennM BMmicToMm KpeatuHkiHazu (KK) (> 10 pasiB Buie 3a HOpMy), MiorioOiHEMi€l0 Ta

MIOTJIO0IHYpI€I0, SIKI MOXYTh TNPHU3BECTH J0 HUPKOBOI HEAOCTATHOCTI. ICHYIOTH IyXe piJKicHi

MOBIIOMJIEHHS TIPO IMYHHY OIOCepeaKoBaHy HekpoTuuHy Mmiomatito (IMHM) min wac aGo micis

JmiKyBaHHS JAeskuMu ctaTuHaMud. IMHM KITiHIYHO XapaKTepu3yeThCsl CTIMKOIO MPOKCUMAIIBHOIO

M’S130BOIO Ca0KICTIO Ta MiJBUILEHUM BMICTOM KpEaTWHKIHA3M B CHPOBATL KPOBI, 1110 30€epiraloTbes

HE3BaXKAal0UM HA MPUITMHEHHS JTIKYBaHHS CTaTUHAMHU.

Lo nouamxy nikyeanns

ATopBacTaTuH ciij 3 00epeKHICTIO MPU3HAYATH MAIIEHTaM 31 CXHIIBHICTIO IO PO3BUTKY padIoMioizy.

Jlo moyaTKy JIiKyBaHHS CTATUHAMU y TALlI€EHTIB, CXUJIBHUX J10 PO3BUTKY pab1oMioi3y, CIiJl BU3HAYaTH

piBens KK npu:

- NopyuieHHi QyHKII{ HUPOK;

- rinoyHKIii IUTOBUIHOT 3aJ103H;

- CMaJIKOBUX PO3JaJax M’s130BOT CUCTEMH y CIMEHHOMY 200 0COOMCTOMY aHaMHeE3i,;

- NEPEHECEHNX Y MUHYJIOMY BHIIaJJKaX TOKCUYHOTO BIUIUBY CTaTHHIB 200 ¢ibpaTiB Ha M’s3H;

- MEPEHECEHNX Y MUHYJIOMY 3aXBOPIOBAHHSX ME€UIHKH Ta/a00 37I0BKMBAaHHI aJIKOTOJIEM;

ITpu nikyBaHHI NAIi€HTIB JITHHOTO BiKy (Oinbmie 70 pokiB) HEOOXiTHICTh MPOBENEHHS O3HAUYEHUX

3aXOJiB CIIiJ OLIHIOBATH 3 YPaxyBaHHSAM HAasBHOCTI 1HIIMX (PAKTOPIB CXWJIBHOCTI O PO3BHUTKY

pabaomioni3y.

[TigBuieHH1 piBHS IMpenapary y Iia3Mmi KpoBl MOXKJIMBE, 30KpeMa, y pa3i B3aeMOii (AMB. pO3Ail

«B3aemois 3 IHIIMMHU JTIKapCHKUMH 3ac00aMU Ta 1HII BUIU B3aEMOJIii1») Ta 3aCTOCYBaHHS OCOOITUBUM

rpynaM TMAaIi€HTiB, y TOMY UHCII TMali€HTaM 31 CHaJKOBUMM XBOpoOamMH (IUB. pO3ZILI

«DapMakoOKiHETHKAY. )

VY Takux BHIIagKax pPEKOMEHIOBAHO OIIHIOBATH CITIBBIIHOIICHHS PH3UKIB T4 MOKJIMBOI KOPHUCTI Bij

JKYBaHHS Ta MPOBOAUTH KIIIHIYHUN MOHITOPHHI CTAHY Halli€HTIB.

SIkmo 1o noyatky JikyBaHHs piBeHb KK 3HauHO migsuienuii (nepesuirye BMH 6inbi Hixk y 5 pasiB),

JKyBaHHS OYMHATHU HE CIIIJ.

Bumiprosanns piensa kpeamunkinasu

Pisenr KK He cniji BU3HAYaTH miciis IHTEHCUBHUX (DI3UYHUX HaBaHTaKe€Hb a00 3a HAsSBHOCTI Oyab-

SKMX MOJJIMBUX aJlbTepHATUBHUX NpU4MH mifBuiieHHs piBHA KK, OCKiIbKM 116 MOXe YCKIaJIHUTH

00poOneHHsa pe3yibTaTiB. SIKIIO Ha BHUXIJHOMY piBHI croctepiraerbes 3HauHe miaBumieHHs KK

(nepeuiienHs BMH Oinbin HiX y 5 pasiB), To 4yepe3 5—7 AHIB HEOOXIJHO NPOBECTU IMOBTOPHE

BU3HAYEHHS JJIS MMiITBEP/DKEHHS pe3yJIbTary.

11i0 uac nikyeanus

- [TarieHTH TOBUHHI 3HATH PO HEOOX1THICTH HETAITHO MOB1IOMIISITH PO PO3BUTOK OOJIIO y M 533X,
CYJZIOM YU CJIaOKOCTi, 0COOJIMBO KOJIHM BOHH CYTIPOBOIXKYIOTHCS HE3/1y>KaHHSAM a00 rapsuKoro.

- V pas3i nosiBU LUX CUMIITOMIB i/ 4ac JIiKyBaHHS aTOPBACTATUHOM HEOOX1HO BU3HAYUTH PiBEHb
KKy uporo nauienra. Skmo pisenb KK 3Hauno niaumennit (nepesuirye BMH Ginbin Hix y 5
pasiB), JIKyBaHHs CJIiJ] IPUITMHUTH.




- JIOUiBHICTh MPUITMHEHHS JIIKYBaHHS CJ1JI TAKOXK PO3TIISIHYTH, KO miaBuiieHHs piBHI KK He
csirae 1’ sTUKpaTtHoro mnepesunieHHs BMH, ane cumnromu 3 00Ky M’s13iB MalOTh TSDKKHUN
XapakTep Ta MIOJACHHO CTal0Th IPUYUHOIO HEIPUEMHUX BiTUYTTIB.

- [Ticns 3HUKHEHHS cUMNTOMIB Ta HopMauizamii piBHA KK MoXHa pO3IiIsiHYyTH MOXIUBICTH
BiJTHOBJICHHS JIIKYBaHHs aTOPBACTaTHHOM UM I10YATKY JIKYBaHHS aJlbTEpHATUBHUM CTaTHHOM 3a
YMOBH 3aCTOCYBaHHS MiHIMAJIbHOT MOXIIMBOT 1031 IIpenapaTy Ta peTeIbHOr0 HarjIs1y 3a CTAaHOM
narfiexTa.

- JIikyBaHHS aTOpPBACTaTMHOM HEOOXITHO NPUIHUHUTH, SKILO CIOCTEPIraeThCs KIIHIYHO 3HAUYIIE
niasumeHHs piHsg KK (nepesumennss BMH Ounbmr vixk y 10 pasiB) abo y pa3i BCTaHOBICHHS
niarHo3y padaomionizy (a0o mizo3pu Ha PO3BUTOK pabIoMioNizYy).

OoHouacHe 3acmocy8anHa 3 THWUMU JIKAPCLKUMU Npenapamamu

Pusuk po3BUTKY pabaoMioiizy HiABHMIIYETHCS NPU OAHOYACHOMY 3aCTOCYBaHHI aTOPBACTaTHHY 3

JESIKUMH JIIKApCHbKUMHU TpenapaTaMH, 1110 MOXKYTh 301UIBIITNTH KOHIIEHTPAIIiI0 aTOPBACTATHHY B IJ1a3Mi

kpoBi. [Ipuknagamu Takux npenapaTiB € nmotyxHi 1HTiOiTOopr CYP3A4 4n TpaHcnopTHHX OUIKiB:

LUKIOCIIOPUH,  TETMITPOMILMH, KJIAPUTPOMIIMH, JAENaBipAUH, CTHPHUIECHTON, KETOKOHA301,

BOPUKOHA30J]1, ITPAaKOHA30JI, MOCAKOHA30J - Ta iHriditopu mpotea3 BIJI, y Tomy uucni puToHaBip,

JOMiHAaBIp, arazaHaBip, IHAWHABIp, JnapyHaBip Tomo. Ilpu oxHOYacHOMYy 3acTocyBaHHI 3

reM(}iOpo3nIIoM Ta IHIIUMHU MTOXITHUMHU (piOPOBOT KUCIOTH, EPUTPOMILIMHOM, HIAIIMHOM Ta €3eTUMiOOM

TaKOXX 3pOCTa€ PU3UK BUHUKHEHHS MiomaTii. SIKIIO MOXIIMBO, CJiJl 3aCTOCOBYBATH 1HIII JIKapChKi

npernapaty (10 He B3a€EMOJIIIOTh 3 aTOPBACTATUHOM) 3aMiCTh BUIIE3TaaHUX.

SIK1o HeoOXiJHO MPOBOAUTH OJHOYACHE JIIKYBaHHS aTOPBACTATHHOM Ta 3raJJaHMMU IperapaTami,

CIIiJ] PeTeNbHO 3BaXKUTH KOPHCTh Ta PHU3UKU iX OJHOYACHOIO 3aCTOCYBaHHA. SIKIIO MaIi€eHTH

NpUHMAalOTh JIIKApPChKi Mpenapary, 10 MiJBUILYIOTh KOHIIEHTPAIlil0 aTOPBACTaTUHY B IUIa3Mi KPOBI,

PEKOMEHAYEThCS 3HIXKYBATH /103y aTOpPBacTaTHUHY 110 MiHiManbHOI. KpiM Toro, y pasi 3actocyBaHHS

noTyxHuX iHri0iTopiB CYP3 A4 citij po3riasiHy TH MOXIIMBICTB 32CTOCYBAaHHS MEHIIOT [TOYATKOBOI 03U

aTOpBACTaTHHY Ta MPOBOAMTU HAJEKHUM KIIHIYHUNA MOHITOPHHI CTaHy IMX MALI€HTIB (AMB. PO3ILI

«B3aemois 3 IHITUMU JTIKAPCHKUMH 3aCO0aMHU Ta 1HIII BHAU B3a€EMOJIIN).

ATOpBAacTaTUH HE CJIiJ] 3aCTOCOBYBATH Pa30M 13 CUICTEMHUMH MpenapaTaMu Qpy3uIHHOBOI KUCIOTH 200

OpOTSAroM 7 JHIB MICHs NMPUIUHEHHS JiKyBaHHA (y3uauHOBOIO kHciororo. [lamientam, Uit sIKMX

JiKyBaHHS (Y3UJAMHOBOIO KHCJIOTOIO BBAXKA€THCS BAXKJIMBHM, Teparmilo CTaTUHAMU HOTPiOHO

IOPUIIMHUTH TPOTIArOM BCHOTO Mepiofy JiKyBaHHS (y3UAMHOBOIO KucCioTO. [loBimomisiocs mpo

pabaomioniz (BKIIOUAIOYM JAEAKl JieTajdbHI BUMAAKHM) Y MALI€HTIB, SKI OJHOYACHO OTPUMYBAIH

Gy3uIMHOBY KUCIIOTY Ta CTaTUHH (AMB. po3aia «B3aemois 3 iHIIMMU JTiIKapChKUMH 3aC00aMHU Ta 1HII

BUIM B3aeMoii»). [larientam ciif HeraitHO 3BepHYTHCS 10 JIiIKapsl NP BUHUKHEHHI 03HAK M’ S130BOi

c1abKocCTi, 0010 a00 Yy TIIMBOCTI.

Tepamito craTUHaMu MO>KHA BIAHOBUTH 4epe3 7 JHIB MicCisd NPUHOMY OCTaHHBOI 03U (y3UIMHOBOT

KHUCJIOTH.

VY BUHATKOBHX BHIIAJKaX, KOJIM HEOOXiJHA TpHBaja Tepamis (py3uIMHOBOIO KUCIOTOI0, HAIIPUKIIA,

IUI JTIKYBaHHS TSDKKMX 1H(QEKIi, MOXJIMBICTh OJIHOYACHOTO 3aCTOCYBaHHS aTOpBACTaTHHY Ta

(Gy3UIMHOBOT KUCIIOTH CHiJl PO3MNIAAaTH y KOXXHOMY KOHKPETHOMY BHUIAJIKy Ta IMPOBOAWUTH i

MOCTIHHUM MEAMYHHUM HaTJIsI0M.

Inmepcmuyianvhe 3ax60pH08aHHS 1e2eHb

VY pasi 3aCTOCYBaHHS JAESKHX CTATHHIB MMOBIAOMIISAIIOCS MPO BUHATKOBI BUITAJKU 1HTEPCTULIAIIEHOTO

3aXBOPIOBAHHS JIET€Hb, OCOOJIMBO MPH JOBrOTPUBAIOMY JiKyBaHHI (IUB. po3aii «IlobiuHi peakiii).

Oco6uBOCTI MPOSIBY MOXKYTh BKJIIOYATH JUCIHOE, CyXHM Kallleslb Ta MOTIpIIEeHHs 3arajbHOrO CTaHy

310pOB’sl (BTOMa, BTpaTa MacH Tija Ta MiJBUIIECHHS TeMIepaTypH). SKIIo € migo3pa, o y MnamieHTa

PO3BHUBAETHCS IHTEPCTULIANIBHE 3aXBOPIOBAHHS JIET€Hb, JIIKYBaHHS CTATUHOM HEOOXiTHO HPUITUHHUTH.

Llyxposuii oiabem




Jlesiki AaHi cB114aTh Mpo Te, 10 CTATUHU SK KJIac MiBUILYIOTh piBeHb HbA 1c Ta rimoko3u y cupoBariii
KPOBI 1 Y J€SIKMX MAI[i€EHTIB 3 BUCOKUM PU3MKOM BUHUKHEHHS J1a0€Ty MOXYTh CIPHUUMHATH TaKUN
piBeHb rinepriikeMii, Ipu SIKOMY JOPEYHHUM € BIAIMOBIIHE JIIKyBaHHs Jiabery. OfHaK Ll pU3MK
NEPEeBAXYETbCA 3HWKEHHSAM CYAMHHOTO PH3MKY BHACHIJOK 3aCTOCYBaHHsS CTaTHHIB 1 TOMY HeE €
MiJICTAaBOO JUISL MIPUITMHEHHS JIKYBaHHS CTaTUHAMM. 3TiIHO 3 JepXKaBHUMHU CTaHJapTaMH, HOTPiOHO
MPOBOJUTH KIIIHIYHUHN Ta 010XIMIYHUN MOHITOPHHT MALlI€HTIB TPy PU3UKY (PiBEHb ITIOKO3M HATINE
Bix 5,6 1o 6,9 Mo/, iHAEKC MacH Tina > 30 KI‘/Mz, MiIBUIICHUNA PIBEHb TPUTITIIIEPUIIB, TIIEPTECH31s).
Jlonomidicni pewogunu

Jlo ckiany mpenapaTy BXOIUTh JIAKT03a, TOMY Malli€HTaM 3 YPOPKEHOIO0 HETIEPEHOCUMICTIO TaJIaKTO3H,
CHHJIPOMOM MalibaObCcopOIIil IIIOKO3HM Ta TalaKTO3W, HEJOCTATHICTIO JiakTasu Jlamma He cmin ioro
3aCTOCOBYBATH.

3acmocysanus y nepiod gacimuocmi abo 200y8aHHs 2pyooi0.

Kinku penpooykmugHnoz2o 8iky

[Tix gac aiKyBaHHS XKIHKaM PErpOAyKTUBHOTO BIKY CIIi/I 32CTOCOBYBATH HaJIEKH1 300U KOHTpAIenii
(muB. po3ain «I[IpoTumokazanus»). SKmo mix 4ac JiKyBaHHS aTOPBACTATHHOM MAalli€HTKA BHPIIIUTH
3aBariTHITH, BOHA MMOBMHHA MPHUIIMHUTH MPUHOM IpenapaTy He Mi3HIiIe HK 3a MicAllb 10 HACTaHHS
3aIIaHOBAHOI BariTHOCTI.

Bazimuicme

Aroprc® mpoTrmokasaHmii 1mi yac BariTHOCTI, OCKITBKM He BCTAHOBIICHA Oe3neKa IPUioMy i HeMae
KOHTPOJILOBAHUX JIOCIIPKEHb 3aCTOCYBaHHS aTOPBACTAaTHHY BariTHUM XiHKaMm. Hamxomaumu pinkicHi
TIOB1IOMJICHHS TTPO BPOKEHI aHOMAJIiT Micisl BHYTPIIIHBOYTpOOHOTO BIUMBY iHTi0iTOpiB [ MK-KOA-
penykTasu. JloCiiHKeHHS Ha TBapUHAX MOKA3aJId TOKCUYHUH BIUTUB HA PETIPOAYKTUBHY (DYHKIIITO.
JlikyBaHHSI aTOPBACTaTHHOM MOJKE 3MEHIIINTH BHYTPIITHHOYTPOOHHIA piBEHh MEBAJIOHATY, HEOOX 1 THHIA
U O10CHHTE3y XOJIECTePHHY. ATEPOCKIepO3 — IIe XPOHIYHUH MpoIIeC, a OTXKE, IepepBa B MPUHOMI
TINOTINAEMIYHUX TIPENapariB MMiJl 9ac BariTHOCTI HE TIOBHHHA MaTH 3HAYHOTO BIUIMBY Ha Pe3yJIbTaTH
JOBrOCTPOKOBOTO JIIKYBaHHSI IEPBHUHHO]I TiNIEPX0JIECTEPUHEMI].

Tomy aropBacTaTWH HE MOBMHHI 3aCTOCOBYBATH BAariTHI Ta XIHKH, SIKi TUIAHYIOTH 200 MiJ03PIOIOThH

BaritricTs. JlikyBanus npermapatoM Atopuc® cItix IPUIMHNTH i Yac BariTHOCTI aGo TOKH He Gyse

BCTAHOBJICHO, 1110 JKiHKA HE BariTHa (AuB. po3aut «lIpoTunokazanus»).

Ilepioo 200ysanns 2pydoio

HeBinomo, un mpoHUKae aTOPBACTATHH Ta HOTO METAOOJITH Y TPYIHE MOJIOKO JIFOIMHH, OJTHAK B1JIOMO,
10 HEBEJIMKA KIJIbKICTh aTOPBACTATHHY ab0 Horo MeTaboiTiB MOTpAIIse Y MOJIOKO 1IypiB. OCKUIBKH

ICHy€ TOTEHIIMHUI pU3UK BUHUKHEHHS CEpHO3HHUX MOOIYHMX €(EeKTiB, *KIHKH, 10 NpUUMaIOTh
®

npenapaTt ATopuc -, TOBUHHI IPUIUHUTH FOyBaHHS rpyat0 (IuB. po3ain «lIpoTunokazanusy).
ATopBacTaTHH MPOTUIIOKA3aHUN y IEP10] TOAYBaHHS rPpyAat0 (IuB. po3aul «lIpoTunokasaHHs»).
Depmunvricmo

[Ipu mocnimpkeHHi Ha TBApUHAX aTOPBACTATHUH HE BIUIMBAB HA (DEPTHIILHICTH CAMI[IB YA CAMUIIb.
30amuicmv eénaueamu Ha wWEUOKICMb peakyii Npu Kepy8aHHi A8MOMPAHCNOPMOM aO0 THWUMU
Mexarnizmamu.

Hemae moBigomiieHb TpO BIUIMB aTOpPBAaCTaTUHY Ha 3JaTHICTh KEpyBaTH aBTOMOOUIEM i
BUKOPHCTOBYBATH TEXHIYHI MPUCTPOI. AJie MiJ] Yac 3aCTOCYBaHHS MpernapaTy JAesKi Mali€eHTH MOXYThb
BIIUyBaTH 3allaMOPOYEHHS Ta CyJOMH M’s131B. ToMy i yac JIIKyBaHHs CJIiJl OyTH 00EpE)KHUMU TPH
KEepyBaHHI aBTOTPAHCIIOPTOM a00 poOOTI 3 IHIIMMH MEXaHI3MaMHU.

Cnocio 3acmocysannus ma 003u.

4203 VE6AHHA



Jlo mouarky mikyBauHs npernapatom ATopuc® ciin BH3HAUMTH piBeHb TinepxolecTepuHeMii Ta

KOHTPOJIIOBATH JOTPUMAaHHS BIAMOBIAHOI NMi€TH, (i3WYHI HABAaHTAXKCHHS, 3MEHIIEHHS Macu Tila y

MAIE€HTIB 13 0)KUPIHHAM Ta JIIKYBaHHS 1HIIMX OCHOBHUX MEIUYHUX IpobieM namieHTiB. [Tpu npuiiomi

® namieHT MOBHHEH NOTPHMYBATHCS CTAHZAPTHOI MI€TH, SKA 3HHKYE DIBEHD

npenapary ATtopuc
XOJIECTEPUHY.
L'inepninioemis i smiwiana oucainioemis

PekoMeni0BaHa moyaTkoBa J03a aTopBacTaTHHy cTaHOBUTH 10 mr abo 20 mr 1 pa3 Ha no0y. s
MAIE€HTIB, Ki MOTPeOyIOTh 3HAYHOTO 3HIKEHHS piBHA Xonectepuny JIITHI] (Ginbmr Hik Ha 45 %),
Tepario MOXHa pO3MOYNHATH 13 J03yBaHHs 40 mMr 1 pa3 Ha 100y.

Jliama3oH mo3yBaHHS JIIKapChKOTO 3aco0y ctaHoBuTh Big 10 mMr mo 80 mr 1 pa3 Ha mo0y. [Ipemapar
MOJKHA MPUIMATH Pa30BOIO 03010 Y OyAb-sKi TOAMHU Ta HE3aJIEKHO BiJ nmpuitomy ixki. [louaTkoBy Ta
HiATPUMYBAIBHY JTO3H MPETapary miI0uparoTh iHIUBIyabHO, 3a1exHo Bif piBHs XC JITTHIL, metn
nikyBaHHA Ta Biamoimi. [Ticis mouyaTky jiKyBaHHS Ta/a0o Micisi TUTPYBaHHS JO3H IpErapary Ciija
KOHTPOJIIOBATH PiBHI JIMIiB MPOTATOM 2—4 THXKHIB Ta BiANOBITHUM YHHOM BiJJKOPUTYBATH J03Y.
I'emeposucomna cimelina 2inepxosiecmepuremis y nayicHmie oumsayozo iky (gikom 6io 10 0o 17 pokis)
PexomeH0BaHa MmoYaTKoBa J03a aTOPBACTaTUHY CTaHOBHUTH 10 Mr/moly, 3BUYAaWHUIA Aiana3oH 103
cranoBuTh Big 10 mMr mo 20 mr mepopamsHO | pa3 Ha mo0y. Jlo3u mpemapaty ciin migdoupatu
IHAMBIAyaTbHO BIAMOBITHO 10 pPEKOMEHIOBAHOI METH JIIKYBaHHS. TepaneBTUYHA BiIOBIIb
MIPOSIBIISIETHCS TPOTITOM 2—4 THKHIB Ta MIATPUMYETHCS TTi]1 Yac JOBrOTpUBaioi Teparii. KopuryBanus
TI03H CJIiJ] TIPOBOANTH 3 iHTEpBaJIOM 4 THXXKHI 200 OijbIe.

L'omo3ucomna cimeiina einepxonrecmepumnemisl

Jloza aTopBacTaTHHY JJIs MALI€HTIB 3 TOMO3UTOTHOIO CIMEIHOIO TilEepXOJECTEPHHEMIEI0 CTAHOBHUTD
B 10 mr 1o 80 Mr Ha 100y (auB. po3ain «DapMakogUHAMIKa»). ATOpPBACTaTUH CIIiJl 3aCTOCOBYBATH
SIK JTOTIOBHEHHSI JIO 1HIIMX TIiMOJIITIIEMIYHIX METOMIB JiKyBaHHs (Hanpukian adepes JIITHII[) ado y
pasi, AKIIO TIMOMiImiIeMIYHI METOI! JTiIKyBaHHS HEJJOCTYIIHI.

Oonouacna cinoninioemiuna mepanis

®

ATopuc™ MOXHA IpUHMaTH 3 CEKBECTPaHTaMHU >KOBYHHUX KucioT. Kombinamito inriditopis [MI-KoA-
penykrasu (cratuHiB) Ta (iOpaTiB 3arajgoM CiiJ 3aCTOCOBYBaTH 3 OOEPEKHICTIO (IMB. PO3ILIH
«Oco0uBOCTI 3acToCcyBaHHA», «B3aeMopiss 3 IHIMIMMH JIKApCBKUMU 3aco0aMy Ta 1HIIN BUAN
B3AEMOIIIN).

Lopywenus @yHkyii HUpoK

3axBOpIOBAaHHS HUPOK HE BIUIMBA€ HI Ha KOHIEHTPALIIO B IJa3Mi KPOBi, HI Ha 3HMWXEHHS piBHA XC
JIITHIL mpu 3acTocyBaHHI mpemnapary; OT)K€, KOPUTYBaHHS 103U IIpernapaTy Juis Mali€HTiB 3
MOpPYIIEHHSAM (YHKIII HUpOK He mnoTpiOHe (AuB. po3aiin «OcoOIMBOCTI 3aCTOCYBaHHS»,
«DapMaKOKIHETUKAY ).

Heuinkosa Heoocmamuicms
®

ATopuC™ CIIiJl 3aCTOCOBYBATH 3 OOCPEIKHICTIO MAIli€eHTaM 3 MOPYIICHHAMHU (YHKIIT MEeYiHKH (IUB.

po3minu «OcobauBocTi 3acTocyBanHs», «DapmakokiHeTnKay). Atopic® nporunokasanuii narienTam
13 3aXBOPIOBaHHSM MEYIHKU B TOCTpiil a3l (auB. posain «IIpoTunokasanus»).

3acmocysanns 6 komOiHayii 3 IHWUMU JIKAPCOKUMU 3AC00aMU

Crain yHUKaTH JiKyBaHHS NpenapaToM Malli€HTIB, fKi NPUHMAaOTh LUKIOCHOPUH abo iHribiTopu
npotea3u BUJI (tunpanasip + puronasip), abo iHriGiTOop npoteasu Bipycy renatuty C (Tenampesip).
Crin 3 obepexHicTio nmpu3HadaTy nauieHtam 3 BIJI, mo mpuiimatoTh JiomiHaBip + pUTOHABIp, Ta
3aCTOCOBYBAaTH y HaWHIWKYIM HeoOXimaHii m03i. [ig mamieHTiB, M0 NPUIMAIOTh KIAPUTPOMIIMH,
1TpakoHa30:1, abo Juis nauienTis 3 BIJI, mo npuitmaroTs koMOiHalii cakBiHaBip + pUTOHABIP, TapyHAaBip
+ putoHaBip, ¢pocamnpeHasip abo pocamnpeHasip + pUTOHABIp, TEPANEeBTUYHY J03y IpenapaTy Ciil
OOMEXUTH 1103010 20 MTI, a TaKOXX PEKOMEHIYETHCS MPOBOJUTH HAJEXKHI KIIIHIYHI OOCTEXKEHHs s




3a0e3neueHHs 3aCTOCYBaHHS HaliMEHII01 epeKTUBHOI J03U Ipemnapary. [l naiieHTiB, 110 NpuiiMaoTh
iHrioiTop nporeasu BIJI nHendinaBip abo iuribitop mpoteasu Bipycy remaruty C Ooremnpesip,
JIKyBaHHS MpernapaTroM Ciil OOMEXHUTH 103010 10 40 Mr, a TakoX PEKOMEHIY€EThCSl MPOBEICHHS
BIJIMOBIAHUX KIIHIYHUX OOCTEXEeHb i 3a0e3MeueHHs] 3aCTOCYBaHHS HAMMEHIO1 e(eKTUBHOI H03U
npemapaty (auB. po3fainu «OcoOnMBOCTI 3acTocyBaHHS» Ta «B3aemopis 3 1HIIUMHU JIKaApCHKUMH
3aco0aMu Ta 1HII BUIW B3aEMOIIINY ).

Ilayienmu 1imHb020 6IKY

Jlns marieHTiB BikoM moHaa 70 poOKIB MpH 3aCTOCYBaHHI PEKOMEHJOBAaHMX /03 aTOPBAaCTATHUHY
epeKTHBHICTh Ta Oe3neKy Tepamii CIiJ OIHIOBAaTH 3 ypaxyBaHHSAM HAsgBHOCTI IHIIMX (aKTOpiB
CXUIIBHOCTI JI0 PO3BUTKY pabIoMionizy.

Jimu.

T'emepo3zucomna cimeiina cinepxonecmepunemisl

Tepamiro IiTSIM MOXKYTh IPOBOAUTH TUIBKH JIIKapi, sIKi MaOTh JOCBIJ JIIKYBaHHS MIepIiniaemii y aiTel;
HarieHTam Ciijl peryJsipHO MPOBOJUTH MOBTOPHUI KOHTPOJIb JJIsl OLIHKU Teparii.

Jlnst marieHTiB BikoM Bif 10 pokiB peKOMEHI0BaHa MMOYaTKOBA 1034 aTOPBACTATUHY CTAaHOBUTH 10 mMr
abo 20 mr Ha noOy. Jlo3u mpemapary ciia migOupaTH iHAMBiIYyanbHO. KopuryBaHHs 103M Ciix
MIPOBOJIUTH 3 IHTEpBAIOM 4 THXKHI a00 OibIIIe.

Indopmarnis npo Oe3nexky A MALIEHTIB L€l TPyHH, SKI OTpUMyBalu 103U Oinbmie 20 mr, 1o
BignoBigae npubnuzno 0,5 mMr/kr, oOMexxeHa. Y By3bKOMY KOHTPOJIBOBAHOMY JTOCIIIKEHHI HE OyJI0
BUSIBJICHO 3HAUYYIIOr0 BIUIMBY IIpenapary Ha picT abo cTaTeBe 103piBaHHS XJIOMNIIB a00 Ha TPUBAJICTD
MEHCTPYaJIbHOTO LMKy y niB4ar (auB. po3ainu «IloOiuyni peakuii» Ta «Crocid 3acTocyBaHHS Ta
n03u»). JliBUAT-MiUITKIB CIiJi TPOKOHCYJbTYBAaTH IIOJ0 NPUHHATHUX METOMIB KOHTpalemnuii
IPOTArOM MeEpioAy JIIKYBaHHsS IMpernapatoM (IUB. po3liid «3aCTOCYBaHHS y INEpioj BariTHOCTI abo
TOAYBaHHS TPYAIIO»).

ATOpBacTaTUH HE MMOKa3aHHUH MpH JIIKyBaHHI NMarieHTiB BikoM 10 10 pokis. s namieHTiB 1i€l rpynu
OLTBII JOIIBHOIO MOXKe OyTH iHIIA (hapMaleBTHUHA (OpMa/103yBaHHS.

[ToBimomIsIOCs PO AOCHIHKEHHS KITIHIYHOI €()eKTUBHOCTI 3aCTOCYBAaHHs aTOPBACTATUHY B 033X 110
80 mr/mo0y mpoTsrom | poky maimieHTaM 3 TOMO3UTOTHOIO CIMEHHOIO T1IepX0JIeCTePUHEMIETO, 10 TKOTO
Oyno BKIIOYEHO &8 TMAI€HTIB AWTAYoro BiKy (auB. po3ain  «['oMo3urorHa cimeiHa
rinepxoieCTepUHEMIS» ).

Ilepedosyeanns.

CrnenudiuHoro JiKyBaHHS Nepe103yBaHHS MpernapaToM HeMae. Y pasi nepefo3yBaHHs MallieHTa Ciij
JIKyBaTH CUMITOMATUYHO Ta 32 HEOOXITHOCTI 3aCTOCOBYBATH MiATpUMYBalbHI 3axoau. HeoOxinHO
MIPOBECTH aHalli3M (QYHKIIIT MeYiHKU Ta KoHTpostoBaTH piBeHb KK y cupoBaTtii kpoBi. Uepe3 Bucokuit
CTYIiHb 3B’ sI3yBaHHs [Iperapary 3 OUIKaMU MJIa3MHU He CITi1 04iKYBaTH 3HAYHOTO ITiIBUIIEHHS KIIpEeHCY
npernapary 3a J0IOMOT' 00 reMoziaizy.

Ho6iuni peaxuii.

VY 3B’A3Ky 3 THUM, W0 KIIHIYHI JOCHIPKEHHS MpPOBOJATHCS B PI3HOMAHITHHX YMOBaX, 4YacTOTy
BUHUKHEHHs HeOa)kKaHUX peakiliil, 10 CIIoCTepiraloThCs Mij Yyac KIIHIYHUX JOCIIIKEHb JIIKAPCHKOTO
3aco0y, He MOXHa Oe3rocepeHbO MOPIBHIOBATH 3 MOKa3HUKaMH, OTPUMAHMMHU IiJl Yac KIIHIYHUX
JOCHIJKeHb 1HIIOrO MpenapaTy, Ta BOHM MOXYTh HE BIANOBIZATH MOKa3HUKaM YacTOTH, IO
CIIOCTEPITraloThes Y KIIHIUHIN MpaKTHIIL.

3rigHo 3 iHpOpMaLi€l0 KIIHIYHUX JOCHIJ)KeHb, y TAIl€HTIB, $KI OTPUMYBAJIU JIKyBaHHS
aTOpBAaCTaTMHOM, HaHyacTillle CIHOCTepirajucs Taki HeOaXaHi peakmii, [0 MNPU3BOIWIN [0
NPUMIMHEHHS 3aCTOCYBAaHHS MpenapaTy Ta TpaIuBIMCsS 3 4acTOTOI0, BUIIOK (> 2 %) HIX y TpyIi
mwiane6o: wianris (0,7 %), miapes (0,5 %), wnymora (0,4 %), TiABUINEHHS pIBHA
ananinaminoTpancgepasu (AJIT) (0,4 %) ta neuinkoBux dpepmentis (0,4 %).




Haii0inp1 yacTiMM NOGIYHUME peakiisiMu (> 2 % MOpiBHIHO 3 11ae00) He3aJIeXKHO Bl IPUYHHH, Y
MAIIEHTIB, SKi OTPUMYBaIM Manebo y gociimkeHHsX (m = 8755), Oynu: Hazodapurrit (8,3 %),
aptpairis (6,9 %), niapes (6,8 %), 6ib y kiHmiBkax (6,0 %) Ta iHdekIis ceqoBUBIMHUX HUTAXIB (5,7 %).

Tabmuus 3
Kniniuni HeOakaHi peakiii, 1110 BUHUKAIM y 2 % MalieHTiB Ta OuIblIe, SKI OTPUMYBAIH JIKYBaHHS
Oyab-KOI0 0300 aTOpBAaCTaTHHY, Ta 3 YaCTOTOIO, BUILOIO, HUK Yy Ipymi Iuianebo, He3alexHO Bil
MPUYMHHOTO 3B’ 3Ky (%0 MALlI€HTIB).

bynb-
) sIKa 10 wmr |20 wmr 80 wmr | [Tnane6o

Heoaxana peauis nosa | N=3908 | N=188 | 40MINTO04 455 N=7311

N=8755
Hazodapunrit 8,3 12,9 5.3 7 4,2 8,2
ApTtpanris 6,9 8,9 11,7 10,6 4.3 6,5
Hiapes 6,8 7,3 6,4 14,1 5,2 6,3
binb y xiHIiBKaxX 6 8,5 3,7 93 3,1 5,9
E{J(Ibﬂexlﬁm CEUYOBHBITHUX 57 6.9 6.4 g 41 5.6
Hucnerncis 4,7 5,9 3,2 6 3,3 43
Hynora 4 3,7 3,7 7.1 3.8 3,5
g/iIHiI’SOBO-CKeHeTHI/II/I 3.8 52 3.0 5.1 23 3.6
M’s130B1 cria3mMu 3,6 4.6 4,8 5,1 2.4 3
Mianris 3,5 3,6 5.9 8,4 2,7 3,1
be3conns 3 2,8 1,1 53 2,8 2.9
@apHHronapHHreanLHHﬁ 23 3.9 1.6 2.8 0.7 2.1
Oi1b

Jlo iHmMX HeOakXaHWX peakiii, Mpo sKi TOBIIOMIILIOCS IiJa dYac IUIane00-KOHTPOIbOBAHUX
IOCIIIKEHD, HAIEKATD:

3aeanbHi NOpyuleHHA. BITIYTTS HEe3yKaHHS, TPEKCis;

3 60Ky mpasHoi cucmemuy: TUTYHKOBO-KHIIKOBHH THUCKOM(MOPT, BiIPHIKKA, METEOPU3M, T'elaTuT,
X0JecTas;

3 OOKY CKelemuo-m 130801 cucmemu: M S30BO-CKEJICTHUN OiJb, ITiIBUIIIEHA BTOMITIOBAHICTH M SI3iB,
Ouh y i, HAOPSK CyTri00iB, TEHAUHONATIS (1IHOI YCKIIaIHEHa PO3PHUBOM CYXOKHILIA);

3 00Ky MmemabonizmMy ma XxapuyeauHs. TIABUINCHHS TpaHCaMiHa3, BIIXWICHHS BT HOPMH
(byHKIIOHATPHUX TPOO TEYiHKH, MiABHUIICHHS piBHSA JIy>kHOi (ocdarazu B KpOBi, IiIBUIICHHS
aKTUBHOCTI KpeaTHH(OCHOKiHA3H, TIepriTiKeMis;

3 OOKy Hep8060i cucmemu: KOIIMapHI CHOBUIHHS;

3 OOKY OuxanvbHoi cucmemu: HOCOBa KPOBOTEUA;

3 OOKY wiKipu ma ii npudamxie: KporuB’ THKA,

3 6OKY OpeaHmis6 30py: HEUITKICTh 30pY, MOPYIIECHHS 30DY;

3 OOKY OpeaHmis clyxy ma pieHogazu: IIyM y ByXax;

3 OOKy ceyocmamesoi cucmemu. JICHKOIUTOYPIs;

3 60Ky penpooyKmueHoi cucmemu ma MOJIOYHUX 3a103; TIHEKOMACTISI.

YacToTy BUHUKHEHHS IOOIYHUX peakiliii BU3HaYaIM TakuM YnHoM: yacto (> 1/100, < 1/10); newacto
(> 1/1000, < 1/100); piakicui (> 1/10000, < 1/1000); nHagzBu4gaiino pinkicHi (< 1/10000).

Topywenns ¢hynxyii nepeosoi cucmemu: 9acTo: TOJIOBHUMN O1)1h; HEYACTO: 3a1IaMOPOYCHHS, TapecTe3is,
rimecTesis, TUCTEB3isl, aMHe31s; piAKiCHI: nepudepryuHi HeWponarii.



Topywenns ¢ynKyii winyHK08O-KUUKO8020 MPAKMy: YacTO: 3al0p; HEYACTO: MAaHKPEaTHUT, OTIOBaHHS.
THopywenns gyukyii' ckenemno-m 5130801 cucmemu ma CROJAY4HOI MKAHUHY: 9acTO: OUTb y cyrinobax,
O1Ib y CIIMHI; PIAKICHI: MioMaTis, MiO3UT, pabIoMioNi3.

3acanvui nopyuwienns: HEYaCTO: aCTeHis, OIb y TPyAsX, nepudepryuHi HAOPSIKH, CTOMIIIOBAHICTb.
Topywennsa memabonizmy ma xapuysants.: HE4acTO: TIMOTIIKeMis, 301bIIIEHHS MacH Tij1a, aHOPEKCisl.
Topywenns ¢hyHkyii neuinku ma s#co84H020 Mixypa: Hal3BUUYAHO PiJIKICHI: IEUYIHKOBA HEIOCTATHICTb.
Ilopywenns 3 60Ky wKipu ma cnoay4Hoi mkaHuHu: HeYacTo: IKIpHI BUCUIIAHHS, CBEPOLXK, alomnelis;
PIAKICHI: aHT1OHEBPOTHUYHHI HAOPSK, OyIbO3HUI 1epMaTUT (y TOMY YHUCII MyJIbTU(HOPMHA epUTEMA),
cuapoM CriBeHca — JIDKOHCOHA Ta TOKCUYHUM emiiepMalbHIM HEKpOITi3.

Po3znaou 3 6oxy ouxanvroi cucmemu, opearie epyOHoi KIimKu ma cepedoCcmintaA: 9acTi: OUTb y TOpIi
Ta FOPTaHI.

Po3znaou 3 6oky cucmemu kposi ma nimgpamuunoi cucmemu: pifKicHi: TPOMOOIIUTOTICHIS.

Posnaou 3 60Ky imynnoi cucmemu: 4acTo: anepridi peakiii; HaA3BU4aiHO PiJIKiCHI: aHadiTaKcis.
Posnaou 3 6oky opeanie 30py: He4acTo: 3aTyMaHEHHs 30Dy .

3minu pe3ynbmamis 1a60pamopHUX aHanizie: 9acTo: BIAXUICHHS PE3yNbTaTiB (PYHKIIOHAIBHUX P00
MEYiHKM, MiJIBUIIEHHS aKTUBHOCTI KpeaTHH(OC(HOKIHA3U KpPOBi; HEYACTO: MO3UTUBHUI pe3yJbTar
aHaJi3y Ha BMICT JIEMKOLUTIB y ceui.

Sk 1 mpu 3actocyBaHHI iHmMX 1Hri6iTopiB I'MI" KoA-penykra3u, y maui€eHTiB, SKi NpHiMaIu
aTOpBAaCTaTHH, CHOCTEpIraju MiABMIIEHHS aKTHBHOCTI TpaHcaMiHa3 CHUpOBaTKH KpoBi. Lli 3MiHK
3a3Buyail Oy ci1abko BUpa)KEHUMH, TAMYAaCOBUMH Ta HEe MOTpeOyBalu BTpy4YaHHS abo JIKyBaHHS.
KniniuHo 3HauyIe MiJBUILEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPOBi (IEpEBUILIEHHS BEPXHBOT
MeX1 HOpMU O HiX Yy 3 pa3u) criocrepiranu y 0,8 % mnarienTis, ki npuiiManu aropactatul. Lle
MiABUILEHHS MAJIO 10303aJISKHUHN XapakTep Ta 0ys10 000pOTHUM Y BCiX MAIli€HTIB.

VY 2,5 % nani€eHTiB, sKi MpUiMaIl aTOpBACTaTHH, CIOCTEPIrajly 3p0CTaHHs aKTUBHOCTI KpeaTHHKIHA3U
CHpOBATKM KpOBI, 110 OiibII HIXK Yy 3 pa3u mepeBuIllyBaia BepXHIO Mexy HopmH. Lle 30iraerscs 3i
CIIOCTEPEXKEHHSAMH TpH 3acTocyBaHHI iHIMMX 1HriOiTOpiB I'MIT KoA-penykTasu y xoii KIiHIYHUX
nocmikenb. Y 0,4 % mnaiieHTiB, fKi OTpPUMYBaJld aTOPBACTAaTHH, CIOCTEPIrajucs piBHI, IO
NIEPEBUIILYBAIM BEPXHIO MEXY HOpMH Outbil Hixk y 10 pasis.

[To6iunHi peaxiii, ki BUHUKIN MiJ Yac KIIHIYHUX JOCIIIKeHb: 1H(EKIs CEYOBUBITHOTO TPAKTY,
IYKpOBHM niabeT, 1HCYJbT, MIJBUILNEHHS AaKTUBHOCTI TpaHCaMiHa3 CHPOBATKU KpoBi (Majo
JI0303aJIEKHUM XapakTep Ta Oylo OOOpPOTHMM Yy BCIX MAIIEHTIB), 3pOCTAHHS AKTUBHOCTI KpeaTHH-
KiHa3M CUPOBATKH KPOBI, IlyKpOBHIA Aia0eT.

JlocBia micispeecTpalifHOro 3aCTOCYBaHHS

[TpoTsirom micasipeecTpallifHOTO 3aCTOCYBaHHS aTOPBAacTaTUHY Oy/lIM BUSBJICHI HU)K4Ye€3a3HAueHi
HebOaxaHi peakuii. OCKUIBKY MPO i peakiii HaJXx0AUIN MOBIIOMJICHHS Ha JOOPOBUIBHIN OCHOBI BiX
MOMYJIALT HEB1AOMOT YMCETBHOCTI, HE 3aBXKAM MO>KHA JOCTOBIPHO OLIIHUTH iX 4acTOTY a00 BCTAHOBUTHU
MPUYMHHO-HACIIIKOBHH 3B’ 430K 13 3aCTOCYBaHHSAM Ipenapary.

Jlo HeOaxxaHUX peaklliil, OB’ I3aHMX 13 JTIKYBaHHSAM aTOPBACTATHHOM Ta 3apEECTPOBAHUX ITICIISI BUXOY
npernapaty Ha PUHOK, HE3aJeXHO BiJ OIIHKH TNPUYMHHO-HACIIIKOBOTO 3B’A3KYy, HAaJleXKaTh!
aHainakcisi, aHTIOHEBPOTWYHHUH HaOpsAK, OyNbO3HI BHUCHMAHHSA (y TOMY YHCII €KCyJaTHBHA
MyabTH(GOpMHA eputema, cunapoM CriBeHca—/[)KOHCOHA Ta TOKCHUYHUI emiiepMaibHUNA HEKPOIi3),
pabaoMioni3, MIO3MT, MiJBUIIEHA BTOMIIIOBAHICTh, PO3PUB CYXOXKHJUIA, JIETaJllbHA Ta HeJeTalbHa
NEYiHKOBA HEJJOCTATHICTh, 3allaMOPOUEHHS, JAeTpecis, nepudepruyHa HelpomnaTis Ta aHKPEaTHT.
Hangxomaunu piakicHi MOBIAOMIICHHS PO BHUIAIKA IMYHOJIOTIYHO OMOCEPEIKOBAHOI HEKPOTHU3YIOUOL
Miomarii, OB’ s13aHO1 13 3aCTOCYBAaHHAM CTAaTHHIB (AMB. po3u1 «OCcOOIMBOCTI 3aCTOCYBAHHSD»).
Hagxomunu pigkicHi micispeecTpariiiiHi TOBIIOMJICHHS TMPO KOTHITUBHI poO3iagu (HAMPUKIA]
YacTKOBa BTpaTa Iam’siTi, 3a0yAbKyBaTiCTh, aMHE31s1, HOPYIICHHS MaM’Ti, CIUTyTaHICTh CBiIOMOCTI),
MIOB’s13aH1 13 3aCTOCYBaHHAM cTaTHHIB. L1 KOTHITHBHI po3aau OyJM 3apeecTpoBaHi IPU 3aCTOCYBAaHHI




BCIX CTaTHHIB. 3arajaoM peakilii He BiTHOCHIIUCH JI0 KaTeropii cepilo3HuX HeOaxaHUX peakuii Ta Oynu
00OPOTHUMH TICIS MPUITMHEHHS NPUIIOMY CTAaTHHIB, 3 PI3HUM YacOM JI0 OYATKY MPOSBY CUMIITOMY
(Bim 1 mHA M0 KITBKOX POKiB) Ta 3HUKHEHHS! CUMITOMY (MeJliaHa TPUBAIOCTI CTAHOBUJIA 3 THIKHI).
[Tig yac 3acTocyBaHHs IeIKHX CTATHHIB OyJIM OMUCcaH1 Taki HebaXkaHi SBUIIA: pO37IaJ CTATEBOI PYHKIIIT;
BUHATKOBI BHIIAQJKH IHTEPCTHIIAIbHOI XBOPOOW JIereHb, OCOOJMBO IiJ Yac JOBIOCTPOKOBOTO
JKyBaHHS.

ITix yac mMOCTMapKETUHIOBUX CIOCTEPEKEHD MOBIIOMIISIIOCS PO HUXKYE3a3HAaYeHI MOO14HI peaKiii.
Topywenns ¢pyuryii kposonocnoi ma nimgpamuunoi cucmemu: TPOMOOLIUTOIICHIS.

Ilopywennua ¢ynxyii imynHoi cucmemu: anepriuyii peakuii, anaguiakcis (y ToMy dYHCIi
aHa(iTaKTHYHUH 1I0K).

Iopywennsa memabonismy ma xapuyeanHs: 301IbIIEHHS MacH Tija.

Ilopywenns ¢pynxyii nepeosoi cucmemu: TOTOBHUN OLJIb, TilecTe3is, IUCTeB3isl.

Posnaou winynkoeo-kuuikogozo mpakmy: Oulb y )KUBOTI.

Topywenns ¢pyukyii opeanie ciyxy ma nadipunmy: IyM y ByXax.

LlIxipa ma niowKipna mkanuHa: KponuB’ siHKA.

Tlopywenns @pynryii ckenemuo-m 's13060i cucmemu ma Cnoay4YHOi MKAHUHY: apTPAITis, OUIb y CIIUHI.
3acanvui nopywenns: 611b y rpynsx, nepupepudHuil HaOpsK, He3 y>KaHHs, BTOMA.

3minu pesynomamie 1abopamopHux awanizig: MiABUIICHHS aKTHBHOCTI allaHiH-aMiHOTpaHCdepasH,
MiABHUILEHHS aKTUBHOCTI KpeaTHH(OCHOKIHA3H KPOBI.

Himu (gixom 10—17 poxis)

[ToBimomiIsIOCs 1O MiA 4ac KOHTPOJIbOBAHOIO JOCIHIPKEHHS 3a yYacTIO XJIOMIIB Ta JiBYAT MicCIs
MOYaTKy MEHCTpyalliid, mpodisis Oe3neku Ta HepeHOCUMOCTI aTopBacTaTuHy y 1031 Big 10 mr 1o 20 mr
Ha 100y OyB 3aranom moAioHuM a0 npodimto mianedo (auB. po3ainu «Croci0 3acToCyBaHHS Ta JO3U,
«Jitny).

3simysants npo nido3prosani noOIYHI peaxyii.

3BiTYBaHHs MpO MiJ03pIOBaHI MOOIYHI peakiii Micis peecTparii JKapchKOro 3acody Mae BeluKe
3HavyeHHs. lle mae 3Mory mpoBoauTH Oe3lepepBHE CIIOCTEPEKEHHs CITIBBITHOLICHHS KOPHUCTI Ta
PH3UKIB, OB’ SI3aHUX 13 3aCTOCYBaHHAM JIIKapChbKOro 3aco0y. CrieniaiicTu y rainy3i OXOpOHH 310pOB’ s
NOBMHHI TOJaBaTu iHopMalilo mpo Oyap-sfKi MiJ03proBaHi MOOIYHI peakiii 3a JOMOMOTolo
HAILIOHAJILHOI CUCTEMH 3BITHOCTI.

Tepmin npuoamnocmi. 2 poxu.

YMoBH 30epiranus.

30epirati B OpUriHaJIbHIN YIAKOBI MpH TeMiiepaTypi He Buie 25 °C.

30epiraT B HEIOCTYITHOMY JJIS IITEH MiCIIi.

YnakoBka.

10 mr, 20 mr: 10 Tabnerok y Ouicrepi; mo 3 abo mo 9 6aicTepiB y KapTOHHIN KOPOOIIi.

40 mr: mo 10 Tabnerok y Giicrepi; mo 1 abo mo 3, abo mo 9 GicTepiB y KapTOHHIN KOPOOITi.
Kareropis Binnmycky. 3a penenrom.

BuUpoOHuUK.
KPKA, a.a., HoBo mecto/KRKA, d.d., Novo mesto.

Micue3HaxoakeHHs] BUPOOHUKA Ta ajgpeca Micusi IPOBAZKeHHsI HOro AislJIbHOCTI.
[Imap’emka niecta 6, 8501 HoBo mecto, CnoBenis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



